GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety

Held on 18 December 2017 - TELE/WEB
(Agreed on 21 December 2017)

Participants
e Working Group Members:
- Pablo Steinberg

« Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staff welcomed the participants. Apologies were received from
Elsa Nielsen.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is
needed.

4.2 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

(EFSA-Q-2015-00548)

The Working group discussed the application. Further discussion is

needed.

4.3 EFSA-GMO-NL-2016-132 (Soybean DAS-81419-2 x DAS-
44406-6)

(EFSA-Q-2016-00253)

The Working group discussed the application. Further discussion is

needed.

4.4 EFSA-GMO-DE-2016-137 (Maize GA21 x T25)
(EFSA-Q-2016-00775)

The Working group did not discuss the application due to time constraints.

4.5 EFSA-GMO-NL-2015-127 (Maize 1507 x MON810 x MIR162 x
NK603)

(EFSA-Q-2015-00841)

The Working group discussed the application. Further discussion is

needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety

Held on 13 December 2017, Parma
(Agreed on 13 December 2017)

Participants
e Working Group Members:
- Frits Koning

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

- GMO Unit: Antonio Fernandez Dumont

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety

Held on 11 December 2017 - TELE/WEB
(Agreed on 14 December 2017)

Participants
e Working Group Members:
- Pablo Steinberg

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:
- EC: Lisa Haller and Beatrice Marquez-Garrido

e EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staff welcomed the participants. Apologies were received from
Elsa Nielsen.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034 x
MIR162 x NK603)

(EFSA-Q-2016-00148)

The Working group discussed the application. Further discussion is

needed.

4.2 EFSA-GMO-NL-2016-134 (Maize MON 87427 x MON 87460 x
MON 89034 x MIR162 x NK603)

(EFSA-Q-2016-00686)

The Working group discussed the application. Further discussion is

needed.

4.3 EFSA-GMO-NL-2016-135 (Soybean MON 87708 x MON 89788
x A5547-127)

(EFSA-Q-2016-00688)

The Working group discussed the application. Further discussion is

needed.

4.4 EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-40 x
GHB119)

(EFSA-Q-2014-00721)

The Working group discussed the application. Further discussion is

needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the 97™ meeting of the Working Group
on Food and Feed Safety
Held on 15-16 November 2017, Parma
(Agreed on 8 December 2017)

Participants
e Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Annette
Poeting, Hildegard Przyrembel (1st day, pm), Giovanni
Savoini, Francesco Visioli and Jean-Michel Wal
e Hearing Experts:

- none

e European Commission and/or Member States representatives:
- DG SANTE: Lisa Haller (tele) and Béatrice Marquez-Garrido

(tele)
e EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Jose Angel Gomez Ruiz, Anna Lanzoni,
Franco Maria Neri and Claudia Paoletti
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Pablo
Steinberg.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3. Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex |. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 96 Working Group meeting
held on 12-13 October 2017, Parma

The minutes of the 96™ Working Group meeting were agreed by written
procedure on 6 November 2017.2

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034
x MIR162 x NK603)
EFSA-Q-2016-00148
The Working group discussed the application. Further discussion is
needed.

5.2 EFSA-GMO-NL-2016-135 (Soybean MON 87708 x MON
89788 x A5547-127)
EFSA-Q-2016-00688
The Working group discussed the application. Further discussion is
needed.

5.3 EFSA-GMO-NL-2016-134 (Maize MON 87427 x MON 87460
X MON 89034 x MIR162 x NK603)
EFSA-Q-2016-00686
The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.4 EFSA-GMO-DE-2016-130 (Maize VCO-01981-5)
EFSA-Q-2016-00077
The Working group discussed the application. Further discussion is
needed.

5.5 EFSA-GMO-NL-2015-127 (Maize 1507 x MIR162 x MON
810 x NK603)
EFSA-Q-2015-00841
The Working group discussed the application. Further discussion is
needed.

5.6 EFSA-GMO-RX-007 (Maize NK603 x MON 810)
EFSA-Q-2017-00028
The Working group discussed the application. Further discussion is
needed.

5.7 EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-40 x
GHB119)
EFSA-Q-2014-00721
The Working group discussed the application. Further discussion is
needed.

5.8 EFSA-GMO-BE-2015-125 (Maize MON87403)
EFSA-Q-2015-00430
The Working group discussed the application. Further discussion is
needed.

5.9 EFSA-GMO-DE-2016-137 (Maize GA21 x T25)
EFSA-Q-2016-00775
The Working group discussed the application. Further discussion is
needed.

5.10 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON
15985)
EFSA-Q-2007-086
The Working group discussed the application. Further discussion is
needed.

6. Any Other Business
6.1 Update on 90-day studies on singles supporting stacks

7. Next meeting
11-12 January 2018, Parma



Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2014-122 (Cotton
GHB614 x T304-40 x GHB119).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.7 by the concerned
scientific group.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 13 November 2017 - TELE/WEB
(Agreed on 29 November 2017)
Participants
e Working Group Members:

- Stefania Favilla, Hanspeter Naegeli, Elsa Nielsen and Annette
Poeting.

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:
- Béatrice Marquez-Garrido and Lisa Haller

e EFSA:

- GMO Unit: Michele Ardizzone, Anna Lanzoni and Claudia
Paoletti

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staff welcomed the participants. No apologies were received.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 Mandate for assessment of nhew additional information related
to the application for authorisation of food and feed containing,
consisting and produced from genetically modified maize 5307
(adopted application EFSA-GMO-DE-2011-95)

(EFSA-Q-2017-00052)

The Working group discussed the mandate. Further discussion and

clarification from the applicant is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion and
clarification from the applicant is needed.

4.3 EFSA-GMO-NL-2015-124 (Maize MON 87411)
(EFSA-Q-2015-00101)

The Working group discussed the application. Further discussion and
clarification from the applicant is needed.

4.4 EFSA-GMO-BE-2016-138 (Brassica Napus MS11)
(EFSA-Q-2016-00857)

The Working group discussed the application. Further discussion is
needed.

4.5 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
Held on 27 October 2017 - TELE/WEB
(Agreed on 9 November 2017)
Participants
e Working Group Members:

- Javier Moreno and Jean-Michel Wal.

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:
- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants. No apologies were received.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2016-132 (Soybean DAS-81419-2 x DAS-
44406-6)

(EFSA-Q-2016-00195)

The Working group discussed the application. Further discussion is

needed.

4.2 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON 15985)
(EFSA-Q-2007-086)

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the 96™ meeting of the Working Group
on Food and Feed Safety
Held on 12 - 13 October 2017, Parma
(Agreed on 6 November 2017)

Participants
e Working Group Members:
- Stefania Favilla, Mikolaj Gralak, Javier Moreno, Hanspeter
Naegeli (Chair), Elsa Nielsen, Annette Poeting (via TELE, 1%
day), Hildegard Przyrembel (2" day, pm), Giovanni
Savoini, Francesco Visioli and Jean-Michel Wal
« Hearing Experts’:

- none

e European Commission and/or Member States representatives:

- DG SANTE: Lisa Haller (tele) and Beatrice Marquez-Garrido
(tele) Day 1 only

e EFSA:
- GMO Unit: Michele Ardizzone, Antonio Fernandez Dumont,
Jose Angel Gomez Ruiz, Anna Lanzoni, Franco Maria Neri
and Claudia Paoletti and Konstantinos Paraskevopoulos (1%
day, am)
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from
Thomas Frenzel and Pablo Steinberg.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3. Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex |. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 95" Working Group meeting
held on 5-6 September 2017, Parma

The minutes of the 95™ Working Group meeting were agreed by written
procedure on 11 October 2017.2

5.Scientific topics for discussion

5.1 EFSA-GMO-RX-004 (Oilseed rape MS8, RF3, MS8 x RF3)
EFSA-Q-2016-00569
The Working group discussed the application. The sections on Food & Feed
risk assessment can proceed to finalisation.

5.2 EFSA-GMO-RX-006 (Sugar beet H7-1)
EFSA-Q-2017-00026
The Working group discussed the application. The sections on Food & Feed
risk assessment can proceed to finalisation.

5.3 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034
X MIR162 x NK603)
EFSA-Q-2016-00148
The Working group discussed the application. Further discussion is
needed.

5.4 EFSA-GMO-NL-2014-121 (Soybean MON87751)
EFSA-Q-2014-00719
The Working group discussed the application. Further discussion is needed.

2 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.5 EFSA-GMO-BE-2015-125 (Maize MON87403)
EFSA-Q-2015-00430
The Working group discussed the application. Further discussion is
needed.

5.6 EFSA-GMO-NL-2015-127 (Maize 1507 x MIR162 x MON
810 x NK603)
EFSA-Q-2015-00841
The Working group discussed the application. Further discussion is
needed.

5.7 EFSA-GMO-NL-2016-134 (Maize MON 87427 x MON 87460
X MON 89034 x MIR162 x NK603)
EFSA-Q-2016-00686
The Working group discussed the application. Further discussion is
needed.

5.8 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON
15985)
EFSA-Q-2007-086
The Working group discussed the application. Further discussion is
needed.

5.9 EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-40 x
GHB119)
EFSA-Q-2014-00721
The Working group discussed the application. Further discussion is
needed.

5.10 EFSA-GMO-BE-2016-138 (Brassica napus MS11)
EFSA-Q-2016-00857
The Working group discussed the application. Further discussion is
needed.

6. Any Other Business
6.1 Update on 90-day studies on singles supporting stacks

7. Next meeting
15-16 November 2017, Parma



Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2014-121 (Soybean
MON87751) and EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-
40 x GHB119).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.4 and 5.9 by the
concerned scientific group.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 28 September 2017 - TELE/WEB
(Agreed on 11 October 2017)
Participants
e Working Group Members:

- Elsa Nielsen, Annette Poeting, Hanspeter Naegeli, Stefania
Favilla, Pablo Steinberg.

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staff welcomed the participants. Apologies were received from
Stefania Favilla, Hanspeter Naegeli and Pablo Steinberg.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 Mandate for assessment of new additional information related
to the application for authorisation of food and feed containing,
consisting and produced from genetically modified maize 5307
(adopted application EFSA-GMO-DE-2011-95)

(EFSA-Q-2017-00052)

The Working group discussed the mandate. Further discussion and
clarification from the applicant is needed.

4.2 EFSA-GMO-NL-2015-124 (Maize MON 87411)
(EFSA-Q-2015-00101)

The Working group discussed the application. Further discussion is needed

4.3 EFSA-GMO-BE-2016-138 (Brassica napus MS11)
(EFSA-Q-2016-00857)

The Working group did not discuss the application due to time constraints.

4.4 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The Working group did not discuss the application due to time constraints.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional (feed)
assessment of the Working Group on Food and
Feed Safety
Held on 27 September 2017, TELE/WEB
(Agreed 03 October 2017)

Participants
e Working Group Members:

- Mikolaj Gralak and Giovanni Savoini

Hearing Experts:

- Not Applicable

European Commission and/or Member States representatives:

- None

EFSA:

- GMO Unit: Michele Ardizzone and Jose Angel Gomez Ruiz
(Item 4.1)

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The Working group discussed the application. Further discussion and
clarification from the applicant is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. The Nutri section of the
opinion will proceed to finalization.

4.3 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. The Nutri section of the
opinion will proceed to finalization.

4.4 EFSA-GMO-NL-2015-124 (Maize MON 87411)
(EFSA-Q-2015-00101)

The Working group discussed the application. The Nutri section of the
opinion will proceed to finalization.

4.5 EFSA-GMO-BE-2015-125 (Maize MON87403)
(EFSA-Q-2015-00460)
The Working group did not discuss the application due to time constraints.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
Held on 26 September 2017 - TELE/WEB
(Agreed on 19 October 2017)
Participants
e Working Group Members:

- Javier Moreno and Jean-Michel Wal.

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:
- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants. No apologies were received.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

(EFSA-Q-2015-00548)

The Working group discussed the application. Further discussion is

needed.

4.2 EFSA-GMO-DE-2016-130 (Maize VC0O-01981-5)
(EFSA-Q-2016-00077)

The Working group discussed the application. Further discussion is
needed.

4.3 4.3 EFSA-GMO-NL-2016-135 (Soybean MON 87708 x MON
89788 x A5547-127)

(EFSA-Q-2016-00688)

The Working group discussed the application. Further discussion is

needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Hold on 7 September 2017
(Agreed on 20 September 2017)
Participants
e Working Group Members:

- Stefania Favilla, Hanspeter Naegeli (via TELE), Elsa Nielsen,
Annette Poeting and Pablo Steinberg.

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:
- Beatrice Marquez-Garrido and Lisa Haller

e EFSA:

- GMO Unit: Michele Ardizzone, Anna Lanzoni and Claudia
Paoletti

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staff welcomed the participants. No apologies were received.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2014-122 (Cotton GHB119xGHB614xT304-40)
(EFSA-Q-2014-00721)

The Working group did not discuss the application. Further discussion is
needed.

4.3 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is
needed.

4.4 EFSA-GMO-NL-2015-124 (Maize MON87411)
(EFSA-Q-2015-00101)

The Working group did not discuss the application. Further discussion is
needed.

4.5 EFSA-GMO-BE-2015-125 (Maize MON87403)
(EFSA-Q-2015-00460)

The Working group did not discuss the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




4.6 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)
(EFSA-Q-2015-00548)

The Working group discussed the application. Further discussion is needed

4.7 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034 x
MIR162 x NK603)
(EFSA-Q-2016-00148)

The Working group discussed the application. Further discussion is needed

4.8 EFSA-GMO-NL-2016-132 (Soybean DAS-81419-2 x DAS-
44406-6)

(EFSA-Q-2016-00253)

The Working group discussed the application. Further discussion is

needed.



GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the 95™ meeting of the Working Group
on Food and Feed Safety
Held on 5 - 6 September 2017, Parma
(Agreed on 11 October 2017)

Participants
e Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Annette
Poeting, Hildegard Przyrembel, Giovanni Savoini (1% day),
Francesco Visioli and Jean-Michel Wal

e Hearing Experts:

- none

e European Commission and/or Member States representatives:

- DG SANTE: Lisa Haller (tele) and Beatrice Marquez-Garrido
(tele) Day 1 only

e EFSA:
- GMO Unit: Michele Ardizzone, Antonio Fernandez Dumont,
Jose Angel Gomez Ruiz, Anna Lanzoni, Franco Maria Neri
and Claudia Paoletti
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from
Steinberg.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda
The agenda was adopted without changes.
3. Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 94" Working Group meeting
held on 12-13 July 2017, Parma

The minutes of the 94™ Working Group meeting were agreed by written
procedure on 2 August 2017.2

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603)
EFSA-Q-2011-00116
The Working group discussed the application. The Food and Feed section
of the opinion will proceed to finalization.

5.2 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034
X MIR162 x NK603)
EFSA-Q-2016-00148
The Working group discussed the application. Further discussion is
needed.

5.3 EFSA-GMO-BE-2015-125 (Maize MON87403)
EFSA-Q-2015-00430
The Working group discussed the application. Further discussion is
needed.

5.4 EFSA-GMO-RX-005 (Maize GA21)
EFSA-Q-2016-00714

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.5 Mandate to develop guidelines on possible derogation of
existing requirements for applications of genetically modified
(GM) food and feed at low levels submitted under Regulation (EC)
No 1829/2003 on GM food and feed
EFSA-Q-2015-00433
The Working group discussed the mandate. The text can proceed to
finalisation.

5.6 EFSA-GMO-RX-004 (Oilseed rape MS8, RF3, MS8 x RF3)
EFSA-Q-2016-00569
The Working group discussed the application. Further discussion is
needed.

5.7 EFSA-GMO-RX-002 (Oilseed rape GT73)
EFSA-Q-2016-00478
The Working group discussed the application. Further discussion and
clarification from the applicant is needed.

5.8 EFSA-GMO-NL-2015-124 (Maize MON87411)
EFSA-Q-2015-00101
The Working group discussed the application. Further discussion is
needed.

5.9 EFSA-GMO-NL-2015-127 (Maize 1507 x MIR162 x MON
810 x NK603)
EFSA-Q-2015-00841
The Working group did not discuss the application due to time constraints.

6. Any Other Business
None

7. Next meeting
12-13 October 2017, Parma



Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2011-92 (Maize 1507 x
59122 x MON 810 x NK603).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.1 by the concerned
scientific group.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 20 July 2017, Parma
(Agreed on 26 July 2017)
Participants
e Working Group Members:

- Hanspeter Naegeli, Elsa Nielsen, Annette Poeting, Stefania
Favilla

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion is
needed.

4.2 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is
needed.

4.3 EFSA-GMO-NL-2015-124 (Maize MON 874111)
EFSA-Q-2015-00101
The Working group did not discuss the application due to time constraints

4.4 EFSA-GMO-BE-2015-125 (Maize MON 87403)
EFSA-Q-2015-00430
The Working group did not discuss the application due to time constraints

4.5 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

EFSA-Q-2015-00548

The Working group discussed the application. Further discussion is

needed.

4.6 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034 x
MIR162 x NK603)

EFSA-Q-2016-00148

The Working group discussed the application. Further discussion is

needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the 94™ meeting of the Working Group
on Food and Feed Safety
Held on 12-13 July 2017, Parma
(Agreed on 2 August 2017)

Participants
e Working Group Members:

- Stefania Favilla, Mikolaj Gralak, Frits Koning, Javier Moreno,
Hanspeter Naegeli (Chair), Annette Poeting (tele), Pablo
Steinberg (tele), Francesco Visioli, Hildegard Przyrembel
and Jean-Michel Wal
e Hearing Experts:

- none

e European Commission and/or Member States representatives:
- DG SANTE: Lisa Haller (tele) and Beatrice Marquez-Garrido

(tele)
e EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont (1st day), Jose Gomez Ruiz, Anna
Lanzoni, Franco Maria Neri
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from
Thomas Frenzel.

 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related
to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning
of this meeting.

4. Agreement of the minutes of the 93" Working Group meeting
held on 8 — 9 June 2017, Parma

The minutes of the 93 Working Group meeting were agreed by written
procedure on 23 June 2017.?

5.Scientific topics for discussion

5.1 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
EFSA-Q-2012-00753
The Working group discussed the application. Further discussion is needed

5.2 Mandate for assessment of additional information related
to the application for authorisation of food and feed containing,
consisting and produced from genetically modified maize 3272
(EFSA-GMO-UK-2006-34)

EFSA-Q-2017-00341
The Working group discussed the mandate. Further discussion is needed.

5.3 EFSA-GMO-DE-2016-130 (Maize VCO-01981-5)
EFSA-Q-2016-00077
The Working group discussed the application. Further discussion is
needed.

5.4 EFSA-GMO-NL-2014-121 (Soybean MONS87751)
EFSA-Q-2014-00719
The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.5 EFSA-GMO-NL-2014-123 (Maize 4114)
EFSA-Q-2014-00850
The Working group discussed the application. Further discussion is
needed.

5.6 EFSA-GMO-BE-2015-125 (Maize MON87403)
EFSA-Q-2015-00430
The Working group discussed the application. Further discussion is
needed.

5.7 EFSA-GMO-NL-2015-124 (Maize MON87411)
EFSA-Q-2015-00101
The Working group discussed the application. Further discussion is
needed.

6. Any Other Business

6.1 Studies received under Implementing Regulation (EU) No
503/2003.

7. Next meeting
5-6 September 2017, Parma.



Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-DE-2012-111 (Soybean
SYHTOH2) and EFSA-GMO-NL-2014-121 (Soybean MON87751).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.1 and 5.4 by the
concerned scientific group.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on exposure
assessment of the Working Group on Food and
Feed Safety
Held on 11 July 2017, TELE/WEB
(Agreed on 14 July 2017)

Participants
e Working Group Members:
- Thomas Frenzel (via TELE); Hildegard Przyrembel

e Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

-  GMO Unit: Anna Lanzoni (on the phone), Jose Angel Gomez
Ruiz

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

Dietary exposure assessment was discussed in the context of the
application.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional
assessment of the Working Group on Food and
Feed Safety
Held on 06 July 2017, TELE/WEB
(Agreed on 11 July 2017)
Participants
e Working Group Members:
- Mikolaj Gralak

Hearing Experts:

- Not Applicable

European Commission and/or Member States representatives:

- None

EFSA:

- GMO Unit: Michele Ardizzone, Jose Angel Gomez Ruiz (for item
4.5).

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603)

(EFSA-Q-2011-00116)

The Working group discussed the application. The Nutri section of the

opinion will proceed to finalization.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion is
needed.

4.3 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is
needed.

4.4 EFSA-GMO-NL-2015-124 (Maize MON 874111)
(EFSA-Q-2015-00101)

The Working group discussed the application. Further discussion is
needed.

4.5 EFSA-GMO-NL-2014-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 30 June 2017, Karlsruhe, Germany
(Agreed on 5 July 2017)
Participants
e Working Group Members:
- Pablo Steinberg

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A = 43126 Parma = ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 » www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion is
needed.

4.2 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is
needed.

4.3 EFSA-GMO-NL-2015-124 (Maize MON 874111)
EFSA-Q-2015-00101

The Working group discussed the application. Further discussion is
needed.

4.4 EFSA-GMO-BE-2015-125 (Maize MON 87403)
EFSA-Q-2015-00430

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy. pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00719
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00850
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00101
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00430
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 19 June 2017, TELE/WEB
(Agreed on 07 July 2017)
Participants

e Working Group Members:

- Stefania Favilla, Hanspeter Naegeli, Elsa Nielsen, Annette
Poting

» Hearing Experts?:
- Not Applicable

e European Commission and/or Member States representatives:

- None

o EFSA:

- GMO Unit: Michele Ardizzone, Anna Lanzoni, Nikoletta
Papadopoulou (for item 4.3) and Konstantinos
Paraskevopoulos (for item 4.4).

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma = ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest?, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EESA-Q-2014-00719)

The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

(EFSA-Q-2015-00548)

The Working group discussed the application. Further discussion is needed

4.3 EFSA-GMO-NL-2015-124 (Maize MON 874111)
(EFSA-Q-2015-00101)

The Working group discussed the application. Further discussion is needed

4.4 EFSA-GMO-DE-2016-130 (Maize VCO-01981-5)
(EFSA-Q-2016-00077)

The Working group discussed the application. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00719
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00548
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00101
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00101
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
Held on 15 June 2017, TELE/WEB
(Agreed on 4 July 2017)
Participants
e Working Group Members:

- Frits Koning, Javier Moreno and Jean Michel Wal

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:
- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4.Scientific topics for discussion

4.1 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2015-124 (Maize MON 87411)
(EFSA-Q-2015-00101)
The Working group discussed the application. Further discussion is needed

5.Any other business
None



Annex |

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADoI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for  applications: EFSA-GMO-DE-2012-111  (Soybean
SYHTOH2).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 4.1 by the concerned
scientific group.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
Held on 13 June 2017, TELE/WEB
(Agreed on 4 July 2017)
Participants
e Working Group Members:

- Javier Moreno and Jean Michel Wal

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:
- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion is needed

4.2 Mandate for assessment of additional information related to
the application for authorisation of food and feed containing,
consisting and produced from genetically modified maize 3272
(EFSA-GMO-UK-2006-34)

(EFSA-Q-2017-00341)

5. Any other business

None



Annex |

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADoI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2014-121 (Soybean MON
87751).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 4.1 by the concerned
scientific group.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 93" meeting of the Working Group
on Food and Feed Safety
Held on 8 — 9 June 2017, Parma
(Agreed on 23 June 2017)

Participants
e Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Frits
Koning (2" day only), Javier Moreno, Hanspeter Naegeli
(Chair), Annette Poeting (tele, 2" day only), Francesco
Visioli, Hildegard Przyrembel and Jean-Michel Wal
« Hearing Experts®:

- none

e European Commission and/or Member States representatives:

- DG SANTE: Lisa Haller (on site) and Beatrice Marquez
Garrido (tele)

e EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont (2nd day), Jose Gomez Ruiz, Anna
Lanzoni, Franco Maria Neri (2nd day)
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Elsa
Nielsen.

 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda
The agenda was adopted without changes.
3.Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 92" Working Group meeting
held on 4 - 5 May 2017, Warsaw, Poland.

The minutes of the 92" Working Group meeting were agreed by written
procedure on 18 May 2017.2

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603)
EFSA-Q-2011-00116
The Working group discussed the application. Further discussion is
needed.

5.2 EFSA-GMO-RX-002 (Rapeseed GT73)
EFSA-Q-2016-00478
The Working group discussed the application. Further discussion is
needed.

5.3 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034
X MIR162 x NK603)
EFSA-Q-2016-00148
The Working group discussed the application. Further discussion is
needed.

5.4 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
EFSA-Q-2012-00753
The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.5 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON
87708 x MON 89788)
EFSA-Q-2015-00548
The Working group discussed the application. Further discussion is
needed.

6. Any Other Business
6.1 Discussion on forage.

6.2 Maize consumption and exposure scenarios relevant in GMO RA.

7. Next meeting
12 — 13 July 2017, Parma



Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2011-92 (Maize 1507 x
59122 x MON 810 x NK603) and EFSA-GMO-DE-2012-111
(Soybean SYHTOH2).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.1 and 5.4 by the
concerned scientific group.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 22 May 2017, EFSA, Parma, Italy
(Agreed 29 May 2017)
Participants
e Working Group Members:

- Stefania Favilla

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participant.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)
The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)
The Working group discussed the application. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on compositional
assessment of the Working Group on Food and
Feed Safety
Held on 22 May 2017, EFSA, Parma, Italy
(Agreed 10 June 2017)
Participants
e Working Group Members:

-  Thomas Frenzel

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:
- GMO Unit: Hermann Broll

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participant.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

(EFSA-Q-2015-00548)

The Working group did not discuss the application due to lack of time.

4.2 EFSA-GMO-NL-2015-127 (Maize 1507 x MON810 x MIR162 x
NK603)

(EFSA-Q-2015-00548)

The Working group discussed the application. Further discussion is needed

4.3 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

The Working group did not discuss the application due to lack of time.

4.4 EFSA-GMO-RX-007 (Maize NK603 x MON810)
(EFSA-Q-2017-00028)

The Working group discussed the application. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 92" meeting of the Working
Group on Food and Feed Safety
Held on 4-5 May 2017, Warsaw, Poland
(Agreed on 18 May 2017)

Participants
e Working Group Members:
- Thomas Frenzel, Mikolaj Gralak, Javier Moreno, Hanspeter
Naegeli (Chair), Elsa Nielsen, Annette Poeting, Hildegard
Przyrembel and Jean-Michel Wal
e Hearing Experts:

- none

e European Commission and/or Member States representatives:
- DG SANTE: Beatrice Marquez-Garrido

e EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont (4 May), José Gomez Ruiz, Anna
Lanzoni, Franco Maria Neri
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from
Stefania Favilla and Francesco Visioli.

2.Adoption of agenda
The agenda was adopted without changes.

 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex |. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 91 Working Group meeting
held on 22 - 23 March 2017, Parma.

The minutes of the 91%' Working Group meeting were agreed by written
procedure on 4 April 2017.2

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603)
EFSA-Q-2011-00116
The Working group discussed the application. Further discussion is
needed.

5.2 EFSA-GMO-BE-2013-117 (Maize MON 87427 x MON 89034
x NK603)
EFSA-Q-2013-00765
The Working group discussed the application. Further discussion is
needed.

5.3 EFSA-GMO-BE-2013-118 (Maize MON 87427 x MON 89034
x 1507 x MON 88017 x 59122)
EFSA-Q-2013-00926
The Working group discussed the application. Further discussion is
needed.

5.4 EFSA-GMO-NL-2014-123 (Maize 4114)
EFSA-Q-2014-00850
The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.5 EFSA-GMO-BE-2015-125 (Maize MON 87403)
EFSA-Q-2015-00430
The Working group discussed the application. Further discussion is
needed.

6. Any Other Business
6.1 Discussion on forage.

6.2 Maize consumption and exposure scenarios relevant in GMO RA:
not discussed due to the lack of time.

7. Next meeting
8 — 9 June 2017, Parma



Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2011-92 (Maize 1507 x
59122 x MON 810 x NK603).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.1 by the concerned
scientific group.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on compositional
assessment of the Working Group on Food and
Feed Safety
Held on 27 April 2017, Dresden, Germany
(Agreed 22 May 2017)
Participants
e Working Group Members:

-  Thomas Frenzel

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:

- GMO Unit: Hermann Broll and Franco Maria Neri

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603)
(EFSA-Q-2011-00116)

The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2013-112 (Maize MON 89034 x 1507 x NK603 x
DAS-40278-9)
(EFSA-Q-2013-00079)

The Working group discussed the application. Further discussion is needed

4.3 EFSA-GMO-BE-2013-118 (Maize MON 87427 x MON 89034 x
1507 x MON 88017 x 59122)
(EFSA-Q-2013-00926)

The Working group discussed the application. Further discussion is needed

4.4 EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-40 x
GHB119)

(EFSA-Q-2014-00721)

The Working group discussed the application. Further discussion is needed

4.5 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is needed

4.6 EFSA-GMO-BE-2015-125 (Maize MON 87403)
(EFSA-Q-2015-00430)

The Working group discussed the application. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 26 April 2017 - TELE/WEB
(Agreed 17 May 2017)
Participants
e Working Group Members:

- Elsa Nielsen, Annette Poeting, Hanspeter Naegeli, Stefania
Favilla

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staffs welcomed the participants. Apologies were received from
Elsa Nielsen.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 Mandate for assessment of new additional information related
to the application for authorisation of food and feed containing,
consisting and produced from genetically modified maize 5307
(adopted application EFSA-GMO-DE-2011-95)

(EFSA-Q-2017-00052)

The Working group discussed the application. Further discussion and
clarification from the applicant is needed.

4.2 EFSA-GMO-DE-2016-130 (Maize VCO-01981-5)
(EFSA-Q-2016-00077)

The Working group did not discuss the application due to the lack of time.
Further discussion is needed.

4.3 EFSA-GMO-BE-2016-138 (Brassica napus MS11)
EFSA-Q-2016-00857

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 20 April 2017 - TELE/WEB
(Agreed 19/5/2017)
Participants
e Working Group Members:

- Elsa Nielsen, Annette Poeting, Hanspeter Naegeli, Stefania
Favilla, Pablo Steinberg.

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staffs welcomed the participants. Apologies were received from
Elsa Nielsen.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion and
clarification from the applicant is needed.

4.2 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
Held on 19 April 2017, TELE/WEB
(Agreed on 31 May 2017)
Participants
e Working Group Members:

- Javier Moreno and Jean Michel Wal

Hearing Experts:

- Not Applicable

e European Commission and/or Member States representatives:

- None

EFSA:
- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

(EFSA-Q-2014-00721)

The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2016-132 (Soybean DAS-81419-2 x DAS-
44406-6)

(EFSA-Q-2016-00195)

The Working group discussed the application. Further discussion is needed

5.Any other business

None

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional
assessment of the Working Group on Food and
Feed Safety
Held on 12 April 2017, TELE/WEB
(Agreed on 12 April 2017)

Participants
e Working Group Members:

- Thomas Frenzel and Mikolaj Gralak

» Hearing Experts:

- Giovanni Savoini

e European Commission and/or Member States representatives:

- None

e EFSA:
GMO Unit: Michele Ardizzone
e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 Clarifications on forage uses in animal nutrition with relevance for the
assessment of GM crops were discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 91°" meeting of the Working Group
on Food and Feed Safety

Held on 22 - 23 March 2017, Parma
(Agreed on 4 April, 2017)

Participants
e Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Francesco
Visioli, Annette Poeting (tele), Hildegard Przyrembel (tele)
and Jean-Michel Wal

Hearing Experts?:

- none

European Commission and/or Member States representatives:

- DG SANTE: Beatrice Marquez-Garrido (on site) and Lisa
Haller via TELE/WEB

e EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Jose Gomez Ruiz, Anna Lanzoni,
Franco Maria Neri and Claudia Paoletti
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. No apologies were received.

2.Adoption of agenda

The agenda was adopted without changes.

 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been
identified during the screening process or at the Oral Declaration of
Interest at the beginning of this meeting.

4. Agreement of the minutes of the 90" Working Group meeting
held on 14 -15 February 2017, Parma.

The minutes of the 90™ Working Group meeting were agreed by written
procedure on 16 March 2017.*

5.Scientific topics for discussion

5.1 EFSA-GMO-RX-003 (Maize DAS-59122-7)
EFSA-Q-2016-00526
The Working group discussed the application. No further discussion in the
Food & Feed QG is needed. The text can proceed to finalisation.

5.2 EFSA-GMO-DE-2010-86 (Maize Bt11l x MIR162 x 1507 x
GA21)
EFSA-Q-2010-01087
The Working group discussed the application. Further discussion is
needed.

5.3 EFSA-GMO-BE-2013-117 (Maize MON 87427 x MON 89034
x NK603)
EFSA-Q-2013-00765
The Working group discussed the application. Further discussion is
needed.

5.4 EFSA-GMO-BE-2013-118 (Maize MON 87427 x MON 89034
x 1507 x MON 88017 x 59122)
EFSA-Q-2013-00926
The Working group discussed the application. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.5 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034
X MIR162 x NK603)
EFSA-Q-2016-00148

The Working group discussed the application. Further discussion is
needed.

5.6 EFSA-GMO-NL-2015-124 (Maize MON 87411)
EFSA-Q-2015-00101

The Working group discussed the application. Further discussion is
needed.

6. Any Other Business
6.1 Discussion on forage

6.2 Discussion on renewal applications

7. Next meeting
4 — 5 May 2017, Warsaw, Poland



Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 8 March 2017
(Agreed on 27 March 2017)
Participants
e Working Group Members:

- Javier Moreno and Jean-Michel Wal

Hearing Experts:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes and the Decision of the Executive Director on
Declarations of Interest , EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON
87708 x MON 89788)
(EFSA-Q-2014-00721)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2013-115 (Soybean DAS-68416-4 x MON
89788)
(EFSA-Q-2014-000850)
The application was discussed. Further discussion is needed.




Annex |

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: evaluation of the of the
dossier and involvement in generating comments for application: EFSA-
GMO-NL-2014-121 (Soybean MON 87751). In accordance with EFSA’s
Policy on Independence and Scientific Decision-Making Processes? and the
Decision of the Executive Director on Declarations of Interest®, and taking
into account the specific matters discussed at the meeting in question, the
interest above was deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 4.1 by the concerned
scientific group.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 06 March 2017
(Agreed 10 March 2017)
Participants
e Working Group Members:

- Elsa Nielsen, Annette Poeting, Hanspeter Naegeli, Stefania
Favilla, Pablo Steinberg.

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.

Apologies were received from Annette Poetting.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (Soybean MON87751)
(EFSA-Q-2014-00719)

The Working group discussed the application. Further discussion is needed

4.2 EFSA-GMO-NL-2014-122 (Cotton GHB119xGHB614xT304-40)
(EFSA-Q-2014-00721)

The Working group discussed the application. Further discussion is needed

4.3 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)

The Working group discussed the application. Further discussion is needed

4.4 EFSA-GMO-NL-2015-124 (Maize MON87411)
(EFSA-Q-2015-00101)

The Working group discussed the application. Further discussion is needed

4.5 EFSA-GMO-BE-2015-125 (Maize MON87403)
(EFSA-Q-2015-00460)

The Working group discussed the application. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

The minutes of this meeting were agreed on 10" of July, 2017 and published on
18" of July, 2017

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 27-28 February 2017
(Agreed on 10 July, 2017)
Participants
e GMO panel members:

- Jean-Michel Wal, Fabien Nogué, Philippe Guerche, Nils
Rostoks.

e Working Group Members:

- Javier Moreno

» Hearing Experts:
- Harry Kuiper

e European Commission and/or Member States representatives:

- None

o EFSA:

- GMO Unit: Michele Ardizzone, Paraskevopoulos Konstantinos
and Claudia Paoletti

e Others:
- Not Applicable

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
Not applicable

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 NEP Protein Safety assessment

The Working group discussed the safety assessment of proteins newly
expressed in the GM crops, as defined in the EFSA GDs and IR 503/2013,
taking also into consideration the concept of “history of safe use” of the
newly expressed proteins.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 17 February 2017
(Agreed on 25 February 2017)
Participants
e Working Group Members:

-  Thomas Frenzel

Hearing Experts:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Hermann Broll and Franco Neri

Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.

No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-126 Soybean MON 87705 x MON
87708 x MON 89788

(EFSA-Q-2015-00548)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2016-131 Maize MON 87427 x MON 89034
x MIR162 x NK603

(EFSA-Q-2016-00148)

The application was discussed. Further discussion and clarification
are needed.

4.3 EFSA-GMO-BE-2015-125 Maize MON 87403
(EFSA-Q-2015-00430)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 90™ meeting of the Working Group
on Food and Feed Safety
Held on 14-15 February 2017, Parma
(Agreed on 16 March, 2017)

Participants
e Working Group Members:
- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Francesco Visioli (2nd
day only), Annette Poeting and Jean-Michel Wal
e Hearing Experts:

- Giovanni Savoini for item 6.1

e European Commission and/or Member States representatives:

- Maria Mirazchijska, Lisa Haller (DG SANTE) has participated
via TELE/WEB-conference.

e EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Maria Neri and
Claudia Paoletti
e Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Elsa
Nielsen and Hildegard Przyrembel.

2.Adoption of agenda

The agenda was adopted without changes.

 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma  ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 89" Working Group meeting
held on 11 - 12 January 2017, Parma.

The minutes of the 89™ Working Group meeting were agreed by written
procedure on 3 February 2017.%

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2013-114 (Cotton MON 88701)
EFSA-Q-2013-00219
The Working group discussed the application. Further discussion is
needed.

5.2 EFSA-GMO-NL-201-120 (Soybean FG72 x A5547-127)
EFSA-Q-2013-01032
The Working group discussed the application. Further discussion is
needed.

5.3 EFSA-GMO-NL-2014-121 (Soybean MON87751)
EFSA-Q-2014-00719
The Working group discussed the application. Further discussion is needed

5.4 EFSA-GMO-BE-2013-117 (Maize MON 87427 x MON 89034
x NK603)
EFSA-Q-2013-00765
The Working group discussed the application. Further discussion is needed

5.5 EFSA-GMO-NL-2013-119 (Oilseed rape MON 88302 x Ms8
X Rf3)
EFSA-Q-2013-01002
The Working group discussed the application. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




5.6 EFSA-GMO-RX-003 (Maize DAS-59122-7)
EFSA-Q-2016-00526

The Working group discussed the application. Further discussion is needed

6. Any Other Business
6.1 Discussion on forage
6.2 RNAI
6.3 90-day studies
6.4 Subgroup allergenicity

7. Next meeting
22 - 23 March 2017, Parma



Annex |

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2014-121  (Soybean
MON87751). In accordance with EFSA’s Policy on Independence and
Scientific Decision-Making Processes® and the Decision of the Executive
Director on Declarations of Interest®, and taking into account the specific
matters discussed at the meeting in question, the interest above was
deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.3 by the concerned
scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 31 January 2017
(Agreed on 14 February 2017)
Participants
e Working Group Members:

- Thomas Frenzel

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Hermann Broll and Franco Neri

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant. No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma = ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 » www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 EFSA-GMO-NL-2013-112 (Maize MON 89034 x 1507 x
NK603 x DAS-40278-9)
(EFSA-Q-2013-00079)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-113 (Maize MON 89034 x 1507 x
MON 88017 x 59122 x DAS-40278-9)

(EFSA-Q-2013-00210)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2013-117 (Maize MON 87427 x MON 89034
x NK603)
(EFSA-Q-2013-00765)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-BE-2015-125 (Maize MON 87403)
(EFSA-Q-2015-00430)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00079
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00210
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00765
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00430
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 20 January 2017
(Agreed on 7 February 2017)
Participants
e Working Group Members:

- Javier Moreno and Jean-Michel Wal

» Hearing Experts:
- Not Applicable

e European Commission and/or Member States representatives:

- None

e EFSA:
- GMO Unit: Antonio Fernandez Dumont

e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma = ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 » www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708
x MON 89788)

(EESA-Q-2015-00548)

The Working group application was discussed. Further discussion is
needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00548
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

efsae

European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 89 meeting of the Working Group
on Food and Feed Safety
Held on 11-12 January 2017, Parma
(Agreed on 3 February, 2017)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier Moreno,
Hanspeter Naegeli (Chair), Elsa Nielsen, Hildegard Przyrembel,
Francesco Visioli, Annette Poeting (via tele) and Jean-Michel
Wal
. Hearing Experts’:
- Giovanni Savoini for item AOB on Forage

- European Commission and/or Member States representatives:
- Maria Mirazchijska (DG SANTE) has participated via TELE/WEB-

conference.
- EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Maria Neri and
Claudia Paoletti
- Others:

- Not Applicable

1.Welcome and apologies for absence
The Chair welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 » www.efsa.europa.eu
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3.Declaration of interest of Working Group members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on Declarations
of Interest®, EFSA screened the Annual Declarations of Interest and the
Specific Declarations of Interest (SDol) filled in by the working group member
invited for the present meeting.

For further details on the outcome of the screening of the ADol or the SDol,
please refer to Annex I. Oral Declaration of Interest was asked at the
beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 88" Working Group meeting held
on 17 - 18 November 2016, Parma.

The minutes of the 88™ Working Group meeting were agreed by written
procedure on 6 January 2017.%

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
EFSA-Q-2011-00052
The Working group discussed the application. The Food and Feed section of
the opinion will proceed to finalization

5.2 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
EFSA-Q-2012-00368
The Working group discussed the application. The Food and Feed section of
the opinion will proceed to finalization

5.3 EFSA-GMO-NL-2013-119 (Oilseed rape MON 88302 x Ms8 x
Rf3)
EFSA-Q-2013-01002
The Working group discussed the application. Further discussion is needed

5.4 EFSA-GMO-NL-2013-114 (Cotton MON88701)
EFSA-Q-2013-00219
The Working group discussed the application. Further discussion is needed

5.5 EFSA-GMO-NL-2013-120 (Soybean FG72 x A5547-127)
EFSA-Q-2013-01032
The Working group did not discuss the application due to time constraints

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5.6 EFSA-GMO-NL-2014-121 (Soybean MON87751)
EFSA-Q-2014-00719
The Working group did not discuss the application due to time constraints

5.7 EFSA-GMO-DE-2010-86 (Maize Bt11l x MIR162 x 1507 x
GA21)
EFSA-Q-2010-01087
The Working group did not discuss the application due to time constraints

6. Any Other Business
6.1 Discussion on forage

7. Next meeting
14 - 15 February 2017, Parma
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Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADol) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting, Javier
Moreno declared the following interest: involved in generating comments for
applications: EFSA-GMO-NL-2012-106 and EFSA-GMO-NL-2014-121
(Soybean MON87751).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on Declarations
of Interest®, and taking into account the specific matters discussed at the
meeting in question, the interest above was deemed to represent a Conflict of
Interest.

This results in the exclusion of the expert from any discussion, voting or other
processing of aforementioned agenda item 5.2 and 5.6 by the concerned
scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional
assessment of the Working Group on Food and
Feed Safety
Held on 24 January 2017, Parma
(Agreed on 24 January 2017)

Participants
e Working Group Members:

- Thomas Frenzel and Mikolaj Gralak

» Hearing Experts:

- Giovanni Savoini

e European Commission and/or Member States representatives:

- None

o EFSA:
GMO Unit: Michele Ardizzone
e Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.

2.Adoption of agenda

The agenda was adopted without changes.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 Clarifications on forage uses in animal nutrition with relevance for the
assessment of GM crops were discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 10 January 2017
(Agreed on 27 January 2017)
Participants
- Working Group Members:

- Elsa Nielsen, Annette Poeting (via TELE), Hanspeter Naegeli,
Stefania Favilla, Mikolaj Gralak

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
(EFSA-Q-2011-00052)

The Working group application was discussed. Further discussion is
needed.

4.2 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
(EFSA-Q-2012-00368)

The Working group application was discussed. Further discussion is
needed.

4.3 EFSA-GMO-NL-2013-114 (Cotton MON 88701)
(EESA-Q-2013-00219)

The Working group did not discuss the application due to time constraints.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
EFSA-Q-2011-00052
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
EFSA-Q-2012-00368
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2016-130 (Maize VCO-01981-5)
EFSA-Q-2016-00077

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

The minutes of this meeting were agreed on 10" of July, 2017 and published on
18" of July, 2017

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 15 December 2016
(Agreed on 10 July, 2017)
Participants
¢ GMO panel members:

- Jean-Michel Wal, Fabien Nogué, Philippe Guerche, Nils
Rostoks.

e Working Group Members:

- Javier Moreno

« Hearing Experts’:
- Harry Kuiper

e European Commission and/or Member States representatives:
- None

o EFSA:

- GMO Unit: Michele Ardizzone, Paraskevopoulos Konstantinos
and Claudia Paoletti

e Others:
- Not Applicable

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
Not applicable

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 NEP Protein Safety assessment

The Working group discussed the safety assessment of proteins newly
expressed in the GM crops, as defined in the EFSA GDs and IR 503/2013,
taking also into consideration the concept of “history of safe use” of the
newly expressed proteins. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 12 December 2016
(Agreed on 6 January 6, 2017)
Participants
- Working Group Members:
- Elsa Nielsen, Annette Poeting, Stefania Favilla

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
EFSA-Q-2011-00052
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
EFSA-Q-2012-00368
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and Feed
Safety
WEB/TELE-conference, 9 December 2016
(Agreed on 16 December, 2017)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
-  GMO Unit: Hermann Broll and Franco Maria Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 e www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on Declarations of
Interest?, EFSA screened the Annual Declaration of Interest and the Specific
Declaration of Interest filled in by the working group members invited for the
present meeting. No Conflicts of Interest related to the issues discussed in this
meeting have been identified during the screening process or at the Oral
Declaration of Interest at the beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-123 Maize 1507 x 59122
EFSA-Q-2014-00850
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2015-124 Maize MON 87411
EFSA-Q-2015-00101

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2013-114 Cotton MON 88701
EFSA-Q-2013-00219
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2015-127 Maize 1507 x MON810 x MIR162 x NK603
EFSA-Q-2015-00841

The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2016-131 Maize MON 87427 x MON 89034 x MIR162
x NK603

EFSA-Q-2016-00148

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 7 December 2016
(Agreed on 6 January, 2017)
Participants
- Working Group Members:
- Stefania Favilla

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
-  GMO Unit: Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-40 x
GHB119)

EFSA-Q-2014-00721

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
EFSA-Q-2012-00617
The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 28 November 2016
(Agreed on 6 January, 2017)
Participants
- Working Group Members:
- Stefania Favilla

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Anna Lanzoni, Michele Ardizzone

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 16 December 2016
(Agreed on 6 January, 2017)
Participants
- Working Group Members:
- Elsa Nielsen, Annette Poeting, Stefania Favilla

. Hearing Experts:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 Soybean MON 87751
EFSA-Q-2014-00719
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-123 Maize 1507 x 59122
EFSA-Q-2014-00850
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2015-124 Maize MON 87411
EFSA-Q-2015-00101
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-BE-2015-125 Maize MON 87403
EFSA-Q-2015-00430
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




efsae

European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 88™ meeting of the Working Group
on Food and Feed Safety
Held on 17 - 18 November 2016, Parma
(Agreed on January 6", 2017)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier Moreno,
Hanspeter Naegeli (Chair), Elsa Nielsen, Hildegard Przyrembel,
Francesco Visioli, Annette Poeting (via tele) and Jean-Michel
Wal
. Hearing Experts’:
- none

- European Commission and/or Member States representatives:
- Maria Mirazchijska (DG SANTE) has participated via TELE/WEB-

conference.
- EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Anna Lanzoni,
Franco Maria Neri and Claudia Paoletti
- Others:

- Not Applicable

1.Welcome and apologies for absence
The Chair welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 » www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on Declarations
of Interest 3, EFSA screened the Annual Declarations of Interest and the
Specific Declarations of Interest (SDol) filled in by the working group member
invited for the present meeting. For further details on the outcome of the
screening of the ADol or the SDol, please refer to Annex I. Oral Declaration
of Interest was asked at the beginning of the meeting and no additional
interest was declared.

4. Agreement of the minutes of the 87" Working Group meeting held
on 13 - 14 October 2016, Parma.

The minutes of the 87" Working Group meeting were agreed by written
procedure on 16 November 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
EFSA-Q-2012-00617
The application was discussed. Further discussion and clarification from the
applicant is needed.

5.2 EFSA-GMO-RX-001 (Maize 1507)
EFSA-Q-2015-00342
The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-RX-003 (Maize DAS-59122-7)
EFSA-Q-2016-00526
The application was not discussed due to time constraints. Further discussion
is needed.

5.4 EFSA-GMO-RX-004 (Oilseed rape MS8, RF3, MS8 x RF3)
EFSA-Q-2016-00569
The application was not discussed due to time constraints. Further discussion
is needed.

5.5 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
EFSA-Q-2011-00052
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://ww.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
* http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




efsam

European Food Safety Authority

5.6 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
EFSA-Q-2012-00368
The application was discussed. Further discussion is needed.

5.7 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
EFSA-Q-2012-00753

The application was not discussed due to time constraints. Further discussion
is needed.

5.8 EFSA-GMO-NL-2014-121 (Soybean MON87751)
EFSA-Q-2014-00719
The application was not discussed due to time constraints. Further discussion
is needed.

6. Any Other Business

7. Next meeting
11 - 12 January 2016, Parma
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Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADol) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting, Javier
Moreno declared the following interest: involved in generating comments for
applications: EFSA-GMO-NL-2012-109 (Oilseed rape 73496); EFSA-GMO-NL-
2012-106 (Soybean DAS-44406-6); EFSA-GMO-DE-2012-111 (Soybean
SYHTOH2) and EFSA-GMO-NL-2014-121 (Soybean MON87751).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on Declarations
of Interest®, and taking into account the specific matters discussed at the
meeting in question, the interest above was deemed to represent a Conflict of
Interest.

This results in the exclusion of the expert from any discussion, voting or other
processing of aforementioned agenda item 5.1; 5.6; 5.7 and 5.8 by the
concerned scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 14 November 2016
(Agreed on 29 November 2016)
Participants
- Working Group Members:
- Javier Moreno and Jean-Michel Wal

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Antonio Fernandez Dumont

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON 15985)
(EFSA-Q-2007-086)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 10 November 2016
(Agreed on 29 November 2016)
Participants
- Working Group Members:
- Javier Moreno and Jean-Michel Wal

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Antonio Fernandez Dumont

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu



efsam

European Food Safety Authority

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest 3, EFSA screened the Annual Declarations of Interest
and the Specific Declarations of Interest (SDol) filled in by the working
group member invited for the present meeting. For further details on the
outcome of the screening of the ADol or the SDol, please refer to Annex I.
Oral Declaration of Interest was asked at the beginning of the meeting and
no additional interest was declared.

4.Scientific topics for discussion

4.1 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
EFSA-Q-2012-00753
The application was discussed. Further discussion is needed

4.2 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON 15985)
(EFSA-Q-2007-086)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://mww.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of Interest
(SDoI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting, Javier
Moreno declared the following interest: involved in generating comments for
applications: EFSA-GMO-DE-2012-111 (Soybean SYHTOH2).

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 4.1 by the concerned
scientific group.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 09 November 2016
(Agreed 2 December 2016)
Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- none

- European Commission and/or Member States representatives:
- None

. EFSA:
-  GMO Unit: Hermann Broll and Franco Maria Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON87708 x
MONS89788)

(EFSA-Q-2015-00548)

The Working Group discussed the application. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 7 November 2016
(Agreed on 29 November 2016)
Participants
- Working Group Members:
- Javier Moreno and Jean-Michel Wal

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Antonio Fernandez Dumont

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2015-126 (Soybean MON 87705 x MON 87708 x
MON 89788)

(EESA-Q-2015-00248)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON 15985)
(EFSA-Q-2007-086)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-BE-2013-117 (Maize MON 87427 x MON 89034 x
NK603)

(EFSA-Q-2013-00765)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional

assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 04 November 2016
(Agreed 15 November 2016)
Participants

- Working Group Members:

- Mikolaj Gralak; Stefania Favilla

. Hearing Experts’:
- none

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)
The application was not discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional

assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 28 October 2016
(Agreed on 16 November 2016)
Participants

- Working Group Members:

- Hildegard Przyrembel and Francesco Visioli

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on
toxicological/statistical assessment of the Working
Group on Food and Feed Safety
WEB/TELE-conference, 25 October 2016
(Agreed on 5 November 2016)

Participants
- Working Group Members:
- Stefania Favilla

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Anna Lanzoni, Michele Ardizzone

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®? and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-125 (Maize MON87403)
(EFSA-Q-2015-00430)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2015-124 (Maize MON87411)
(EFSA-Q-2015-00101)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)
The application was not discussed due to the lack of time.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 17 October 2016
(Agreed on 21 October 2016)
Participants
- Working Group Members:
- Elsa Nielsen, Annette Poeting, Hanspeter Naegeli

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Antonio Fernandez, Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®? and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2012-111 (Soybean SYHTOH2)
(EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2014-122 (Cotton GHB614 x T304-40 x GHB119)
(EFSA-Q-2014-00721)
The application was not discussed due to the lack of time.

4.5 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)
The application was not discussed due to the lack of time.

4.6 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034 x
MIR162 x NK603)

(EFSA-Q-2016-00148)

The application was not discussed due to the lack of time.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 87" meeting of the Working Group
on Food and Feed Safety
Held on 13 - 14 October 2016, Parma
(Agreed on 16 November 2016)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier Moreno,
Hanspeter Naegeli (Chair), Elsa Nielsen, Hildegard Przyrembel
(2nd day), Francesco Visioli, Annette Poeting and Jean-Michel
Wal
. Hearing Experts’:
- none

- European Commission and/or Member States representatives:
- Maria Mirazchijska (DG SANTE) has participated via TELE/WEB-

conference.
- EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Anna Lanzoni,
Franco Neri and Claudia Paoletti
- Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Elsa
Nielsen.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 » www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on Declarations
of Interest?, EFSA screened the Annual Declarations of Interest and the
Specific Declarations of Interest (SDol) filled in by the working group member
invited for the present meeting. No Conflicts of Interest related to the issues
discussed in this meeting have been identified during the screening process
or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 86" Working Group meeting held
on 7 - 9 September 2016, Parma.

The minutes of the 86th Working Group meeting were agreed by written
procedure on 12 October 2016.%

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2010-89 (DAS-40728-9 Maize)
EFSA-Q-2010-01326
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2011-94 (Cotton GHB614 x LLCotton25 x MON
15985)
EFSA-Q-2011-00134

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-BE-2015-125 (Maize MON 87403)
EFSA-Q-2015-00430
The application was discussed. Further discussion and clarification from the
applicant is needed.

5.4 EFSA-GMO-NL-2013-120 (Soybean FG72 x A5547-127)
EFSA-Q-2013-01032
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5.5 EFSA-GMO-BE-2013-117 - Maize MON 87427 x MON 89034 x
NK603
EFSA-Q-2013-00765
The application was discussed. Further discussion is needed.

6.Any Other Business

6.1 Presentation of the final version of the stack risk assessment strategy
document

6.2 Nutritional assessment of nutritionally enhanced crops
6.3 Authorship of experts/staff on GMO opinions

7. Next meeting
13 - 14 October 2016, Parma
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional

assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 12 October 2016
(Agreed on 17 October 2016)
Participants

- Working Group Members:

- Mikolaj Gralak

. Hearing Experts:
- Giovanni Savoini

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-123 (Maize 4114)
(EFSA-Q-2014-00850)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)
The application was not discussed due to lack of time.

4.3 EFSA-GMO-NL-2011-94 (Cotton GHB614 x LLCotton25 x MON
15985)

(EFSA-Q-2011-00134)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON810 x
NK603)

(EFSA-Q-2011-00116)

The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
(EESA-Q-2011-00052)

The application was discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2010-89 (Maize DAS-40278-9)
(EFSA-Q-2010-01326)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 5 October 2016
(Agreed on 9 November 2016)
Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

- EFSA:
- GMO Unit: Hermann Broll, Franco Maria Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant. No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes®’ and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of Interest
and the Specific Declaration of Interest filled in by the working group
members invited for the present meeting. No Conflicts of Interest related to
the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of
this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-94 (Cotton GHB614 x LLCotton25 x
MON15985)

(EFSA-Q-2011-00134)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-BE-2013-117 (Maize MON87427 x MON89034 x
NK603)

(EFSA-Q-2013-00765)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The application was not discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2013-120 (Soybean FG72 x A5547-127)
(EFSA-Q-2013-01032)

The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-UK-2007-42 (Cotton MON 88913 x MON 15985)
(EFSA-Q-2007-086)
The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 27 September 2016
(Agreed on 30 September 2016)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apology was received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-106 Soybean DAS-44406-6
(EFSA-Q-2012-00368)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-BE-2015-125 (Maize MON 87403)
(EFSA-Q-2015-00430)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

The minutes of this meeting were agreed on the 10" of July, 2017 and
published on 18" of July, 2017

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 13 September 2016
(Agreed on 10 July, 2017)
Participants
e GMO panel members:

- Jean-Michel Wal, Fabien Nogué, Philippe Guerche, Nils
Rostoks.

e Working Group Members:

- Javier Moreno

» Hearing Experts:
- Harry Kuiper

e European Commission and/or Member States representatives:

- None

o EFSA:

- GMO Unit: Michele Ardizzone, Claudia Paoletti snd
Konstantinos Paraskevopoulos

e Others:
- Not Applicable

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2.Adoption of agenda
Not applicable

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 NEP Protein Safety assessment

The Working group discussed the safety assessment of proteins newly
expressed in the GM crops, as defined in the EFSA GDs and IR 503/2013,
taking also into consideration the concept of “history of safe use” of the
newly expressed proteins. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




efsae

European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 86™ meeting of the Working Group
on Food and Feed Safety

Held on 7, 8, 9 September 2016, Parma (Italy)
(Agreed on 12 October 2016)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier Moreno,
Hanspeter Naegeli (Chair), Elsa Nielsen, Hildegard Przyrembel,
Francesco Visioli, Annette Poetting and Jean-Michel Wal
. Hearing Experts':
- Alberto Davalos and Tamas Dalmay for items 6.1

- European Commission and/or Member States representatives:
- Maria Mirazchijska (DG SANTE) has participated via TELE/WEB-

conference.
- EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Neri and Claudia
Paoletti
- Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Elsa
Nielsen.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 » www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on Declarations
of Interest 3, EFSA screened the Annual Declarations of Interest and the
Specific Declarations of Interest (SDol) filled in by the working group member
invited for the present meeting.

For further details on the outcome of the screening of the ADol or the SDol,
please refer to Annex I. Oral Declaration of Interest was asked at the
beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 85" Working Group meeting held
on 21-23 June 2016, Parma.

The minutes of the 85th Working Group meeting were agreed by written
procedure on 5 September 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-RX-001 (Maize 1507)
(EFSA-Q-2015-00342)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO- NL-2011-96 (Cotton GHB119)
(EFSA-Q-2011-00311)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-BE-2015-125 (Maize MON 87403)
(EESA-Q-2015-00430)

The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2013-119 (Oilseed rape MON 88302xMs8xRf3)
(EFSA-Q-2013-01002)

The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5.5 EFSA-GMO-NL-2011-92 (Maize1507x59122xMON810x NK603)
(EFSA-Q-2011-00116)

The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2013-116 (Soybean DAS-81419-2)
(EFSA-Q-2013-00527)

The application was discussed. Further discussion is needed.

6.Any Other Business
6.1 RNAI
6.2 LLP update

6.3 Presentation of the final version of the stack risk assessment
strategy document

7. Next meeting
13 - 14 October 2016, Parma
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Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADoI) or Specific Declarations of Interest
(SDolI)

CONFLICT OF INTEREST: In the SDol filled for the present meeting, Javier
Moreno declared the following interest: involved in generating comments for
applications: EFSA-GMO- NL-2011-96 (Cotton GHB119); EFSA-GMO-NL-
2011-92 (Maize 1507 x 59122 x MON 810 x NK603) and EFSA-GMO-NL-
2013-116 (Soybean DAS-81419-2). In accordance with EFSA’s Policy on
Independence and Scientific Decision-Making Processes® and the Decision of
the Executive Director on Declarations of Interest®, and taking into account
the specific matters discussed at the meeting in question, the interest above
was deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or other
processing of aforementioned agenda item 5.2; 5.5 and 5.6 by the concerned
scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 30 August 2016
(Agreed on 6 September 2016)
Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apology was received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-94 (Cotton GHB614 x LLCotton25 x
MON 15985)

(EFSA-Q-2011-00134)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-96 (Cotton GHB 119)
(EFSA-Q-2011-00311)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2013-119 (Oilseed rape MON 88302 x Ms8
X Rf3)

(EFSA-Q-2013-01002)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2014-121 (Soybean MON87751)
(EFSA-Q-2014-00719)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 02 August 2016
(Agreed on 5 August 2016)
Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apology was received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2016-131 (Maize MON 87427 x MON 89034
x MIR162 x NK603)

(EFSA-Q-2016-00148)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2016-130 (Maize VCO-01981-5)
(EFSA-Q-2016-00077)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
(EFSA-Q-2012-00368)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2013-116 (Soybean DAS-81419-2)
(EFSA-Q-2013-00527)

The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-BE-2015-125 (Maize MON 87403)

(EFSA-Q-2015-00430)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 20 July 2016
(Agreed on 24 August 2016)
Participants
- Working Group Members:
- Elsa Nielsen, Annette Poeting

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (EFSA-Q-2012-00617)
The application was not discussed due to time constraints.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

The minutes of this meeting were agreed on the 10" of July, 2017 and
published 18" of July 2017

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 12 July 2016
(Agreed on 10 July, 2017)
Participants
¢ GMO panel members:

- Jean-Michel Wal, Fabien Nogué, Philippe Guerche, Nils
Rostoks.

e Working Group Members:

- Javier Moreno

« Hearing Experts’:
- Harry Kuiper

e European Commission and/or Member States representatives:
- None

o EFSA:

- GMO Unit: Michele Ardizzone, Claudia Paoletti and
Konstantinos Paraskevopoulos

e Others:
- Not Applicable

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
Not applicable

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 NEP Protein Safety assessment

The Working group discussed the safety assessment of proteins newly
expressed in the GM crops, as defined in the EFSA GDs and IR 503/2013,
taking also into consideration the concept of “history of safe use” of the
newly expressed proteins. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 07 July 2016
(Agreed on 24 August 2016)
Participants
- Working Group Members:
- Elsa Nielsen, Annette Poeting

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 85™ meeting of the Working
Group on Food and Feed Safety

Held on 21-23 June 2016, Parma
(Agreed on 5 September 2016)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel (tele), Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Hildegard Przyrembel,
Francesco Visioli and Jean-Michel Wal

. Hearing Experts':

- Representing industry on 22 June 2016: Pioneer - Mr. Zsolt
Jekkel; Mrs. Carey Mathesius; Mr. George Macy Merriman; Mr.
Jason Roper

- In private capacity on 23 June - Prf. Giovanni Savoini

- European Commission and/or Member States representatives:
- Maria Mirazchijska (DG SANTE) has participated via
TELE/WEB-conference.
- EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Neri and Claudia
Paoletti

- Others:
- Not Applicable

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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1.Welcome and apologies for absences

The Chair welcomed the participants. Apologies were received from Elsa
Nielsen and Annete Péting.

2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest 3, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 84" Working Group meeting
held on 3-4 May 2016, Madrid.

The minutes of the 84™ Working Group meeting were agreed by written
procedure on 20 June 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
(EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-RX-001 (Maize 1507)
(EFSA-Q-2015-00342)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5.3 EFSA-GMO-NL-2015-124 (Maize MON87411)
(EFSA-Q-2015-00101)

The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The application was not discussed. Further discussion is needed.

5.5 EFSA-GMO-NL-2007-47 (Soybean 305423 x 40-3-2)
(EFSA-Q-2007-175)

The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810
x NK603)

(EESA-Q-2011-00116)

The application was discussed. Further discussion is needed.

6. Any Other Business
6.1 WG meetings in 2017
6.2 Feedback from EuropaBio Workshop
6.3 Processing from Plant to feed

7. Next meeting
7-9 September 2016, Parma
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Annex I

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: involved in generating
comments for applications: EFSA-GMO-NL-2012-109 (Oilseed rape
73496) and EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603). In accordance with EFSA’s Policy on Independence and Scientific
Decision-Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, and taking into account the specific matters
discussed at the meeting in question, the interest above was deemed to
represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of aforementioned agenda item 5.4; 5.6 by the
concerned scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 20 June 2016
(Agreed 27 June 2016)
Participants
- Working Group Members:

- Hanspeter Naegeli and Annette Poeting

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
(EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 17 June 2016
(Agreed 28 June 2016)
Participants
- Working Group Members:
- Mikolaj Gralak

. Hearing Experts’:
- Giovanni Savoini (for AOB)

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 (Oilseed rape73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-92 (Maize 1507 x 59122 x MON 810 x
NK603)

(EFSA-Q-2011-00116)

The application was discussed. Further discussion is needed.

5. AOB - Preparatory meeting for the FFWG 23™ of June 2016

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the meeting of the sub working group
on comparative assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 13 June 2016
(Agreed on 1 July 2016)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2007-47 Soybean 305423 x 40-3-2
(EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-RX-001 Maize 1507
(EFSA-Q-2015-00342)

The application was not discussed because of lack of time. Further
discussion is needed.

4.3 EFSA-GMO-NL-2011-91 Soybean DAS-68416-4
(EFSA-Q-2011-00052)

The application was not discussed because of lack of time. Further
discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the meeting of the sub working group
on comparative assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 10 June 2016
(Agreed on 1 July 2016)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 Oilseed rape 73496
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-RX-001 Maize 1507
(EESA-Q-2015-00342)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-91 Soybean DAS-68416-4
(EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on nutritional
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 07 June 2016
(Agreed 13 June 2016)
Participants
- Working Group Members:
- Mikolaj Gralak

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- None

. EFSA:
- GMO Unit: Michele Ardizzone

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
(EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (Oilseed rape73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-99 (Maize Bt11 x 59122 x MIR604 x 1507
x GA21)

(EFSA-Q-2011-00894)

Editorial changes to the draft scientific opinion were suggested.

4.4 EFSA-GMO- RX-001 (Maize 1507)
(EFSA-Q-2015-00342)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological and
nutritional assessment of the Working Group on
Food and Feed Safety
WEB/TELE-conference, 30 May 2016
(Agreed 07 June 2016)

Participants
- Working Group Members:

- Stefania Favilla, Mikolaj Gralak, Elsa Nielsen, Annette Poeting,
Hanspeter Naegeli.

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:

- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (Soybean DAS-68416-4)
(EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (Oilseed rape 73496)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
(EFSA-Q-2012-00368)

The application was not discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2013-116 (Soybean DAS-81419-2)
(EFSA-Q-2013-00527)

The application was discussed. Further discussion and clarification from
the applicant is needed.

4.5 EFSA-GMO-NL-2015-124 (Maize MON 87411)
(EFSA-Q-2015-00101)

The application was not discussed. Further discussion is needed.

4.6 EFSA-GMO-BE-2015-125 (maize MON 87403)
(EFSA-Q-2015-00430)

The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 30 May 2016
(Agreed on 13 June 2016)
Participants
- Working Group Members:

- Javier Moreno and Jean-Michel Wal

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

- EFSA:
- GMO Unit: Antonio Fernandez Dumont and Regina Selb

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.
No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest,® EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process.

For further details on the outcome of the Oral Declaration of Interest
made at the beginning of the meeting, please refer to the Annex I.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 (73496 Oilseed rape)
(EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-116 (DAS-81419-2 Soybean)
(EFSA-Q-2013-00527)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2015-124 (MON 87411 Maize)
(EFSA-Q-2015-00101)

The application was discussed. Further discussion is needed.

1.Any Other Business
Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interests and actions resulting from the Oral Declaration of
Interest done at the beginning of the meeting

CONFLICT OF INTEREST: With regard to this meeting Mr Javier Moreno
declared the following interest: Javier Moreno has provided general advice
and comments to the Spanish Competent Authority on application EFSA-
GMO-NL-2012-109 (73496 Oilseed rape) and EFSA-GMO-NL-2013-
116 (DAS-81419-2 Soybean). In accordance with EFSA’s Policy on
Independence and Scientific Decision-Making Processes* and the Decision
of the Executive Director Declarations of Interest®>, and taking into
account the specific matters discussed at the meeting in question, the
interest above was deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of item 4.1 and 4.2 by the concerned scientific group.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 23 May 2016
(Agreed on 6 June 2016)
Participants
- Working Group Members:
- Javier Moreno and Jean-Michel Wal

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Antonio Fernandez Dumont

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.
No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest,® EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process.

For further details on the outcome of the Oral Declaration of Interest
made at the beginning of the meeting, please refer to the Annex I.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean)
(EFSA-Q-2012-00368)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 (MON 87751 Soybean)
(EFSA-Q-2014-00719)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2015-125 (MON 87403 Maize)
(EFSA-Q-2015-00430)
The application was discussed. Further discussion is needed.

1.Any Other Business
Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interests and actions resulting from the Oral Declaration of
Interest done at the beginning of the meeting

CONFLICT OF INTEREST: With regard to this meeting Mr Javier Moreno
declared the following interest: Javier Moreno has provided general advice
and comments to the Spanish Competent Authority on application EFSA-
GMO-NL-2012-106 (DAS-44406-6 Soybean) and EFSA-GMO-NL-
2014-121 (MON 87751 Soybean). In accordance with EFSA’s Policy on
Independence and Scientific Decision-Making Processes* and the Decision
of the Executive Director Declarations of Interest®>, and taking into
account the specific matters discussed at the meeting in question, the
interest above was deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of item 4.1 and 4.2 by the concerned scientific group.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014




Genetically Modified Organisms Unit (GMO UNIT)

The minutes of this meeting were agreed on 10" of July, 2017 and published on
18'™" of July 2017

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 20 May 2016
(Agreed on 10 July, 2017)
Participants
e GMO panel members:

- Jean-Michel Wal, Fabien Nogué, Philippe Guerche, Nils
Rostoks.

e Working Group Members:

- Javier Moreno

» Hearing Experts:
- Harry Kuiper

e European Commission and/or Member States representatives:

- None

o EFSA:

- GMO Unit: Michele Ardizzone, Claudia Paoletti and
Konstantinos Paraskevopoulos

e Others:
- Not Applicable

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
Not applicable

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 NEP Protein Safety assessment

The Working group discussed the safety assessment of proteins newly
expressed in the GM crops, as defined in the EFSA GDs and IR 503/2013,
taking also into consideration the concept of “history of safe use” of the
newly expressed proteins. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on Nutritional
assessment of the Working Group on

Food and Feed Safety

WEB/TELE-conference, 13 May 2016
(Agreed 18 May 2016)
Participants
- Working Group Members:
- Hildegard Przyrembel, Francesco Visioli.

. Hearing Experts':
- Not Applicable

- European Commission and/or Member States representatives:

- None

- EFSA:
- GMO Unit: Anna Lanzoni; Michele Ardizzone (AP96 only)

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A ¢ 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu



efsam

European Food Safety Authority

2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2010-89 (EFSA-Q-2010-01326)
The application was discussed. Further discussion and clarification
from the applicant is needed.

4.2 EFSA-GMO-NL-2011-91 (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-96 (EFSA-Q-2011-00311)
The application was discussed. Further discussion and clarification
from the applicant is needed.

4.4 EFSA-GMO-NL-2012-109 (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed

4.5 EFSA-GMO-NL-2015-126 (EFSA-Q-2015-01326)
The application was discussed. Further discussion and clarification
from the applicant is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 84™ meeting of the Working
Group on Food and Feed Safety

Held on 3-4 May 2016, Madrid (Spain)
(Agreed on 20 June 2016)

Participants
- Working Group Members:
Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Annette
Poeting, Francesco Visioli and Jean-Michel Wal
. Hearing Experts':
Representing industry: Monsanto - Pascale Delzenne, Feyza
Selcuk-Meers and Duska Stojsin on May 4, 2016 am
- European Commission and/or Member States representatives:
- Maria Mirazchijska (DG SANTE) has participated via
TELE/WEB-conference.
- EFSA:
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Neri and Claudia
Paoletti
- Others:

- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from
Hildegard Przyrembel.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest* EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting

4. Agreement of the minutes of the 83" Working Group meeting
held on 6-7 April 2016, Parma.

The minutes of the 83™ Working Group meeting were agreed by written
procedure on 02 May 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-DE-2010-86 (Maize Btll x MIR162 x 1507 x
GA21) (EFSA-Q-2010-01087)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2011-99 (Maize Bt1l x 59122 x MIR604 X
1507 x GA21) (EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-RX-001 (Maize 1507) (EFSA-Q-2015-00342)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2013-114 (Cotton MON88701)
(EFSA-Q-2013-00219)

The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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6. Any Other Business

6.1 Development of Guidance on Low Level presence of GM food and
feed

7. Next meeting
21 - 22 June 2016, Parma
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 28 April 2016
(Agreed 04 May 2016)
Participants

- Working Group Members:
- Stefania Favilla, Mikolaj Gralak, Elsa Nielsen, Annette Poeting.

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:

- None

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2012-109 (EFSA-Q-2012-00617)
The application was discussed. Further discussion and clarification from
the applicant is needed.

4.2 EFSA-GMO-BE-2015-125 (EFSA-Q-2015-00430)
The application was discussed. Further discussion and clarification from
the applicant is needed.

4.3 EFSA-GMO-NL-2014-121 (EFSA-Q-2014-00719)
The application was discussed. Further discussion and clarification from
the applicant is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub working group on comparative
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 21 April 2016
(Agreed on 26 April 2016)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts':
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant.
No apology was received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-124 Maize MON 87411 (EFSA-Q-
2015-00101)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-114 Cotton MON 88701 (EESA-Q-
2013-00210)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2011-99 Maize Btl1l x 59122 x MIR604 x
1507 x GA21 (EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2014-123 Maize 4114 (EFSA-Q-2014-
00850)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub working group on comparative
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 13 April 2016
(Agreed on 29 April 2016)
Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant. No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu



efsam

European Food Safety Authority

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-96 Cotton GHB119 (EFSA-Q-2011-
00311)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

The minutes of this meeting were agreed on 10" of July, 2017 and published on
18" of July, 2017

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
Held on 08 April 2016
(Agreed on 10 July, 2017)
Participants
¢ GMO panel members:

- Jean-Michel Wal, Fabien Nogué, Philippe Guerche, Nils
Rostoks.

e Working Group Members:

- Javier Moreno

« Hearing Experts’:
- Harry Kuiper

e European Commission and/or Member States representatives:
- None

o EFSA:

- GMO Unit: Michele Ardizzone, Claudia Paoletti and
Konstantinos Paraskevopoulos

e Others:
- Not Applicable

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority = Via Carlo Magno 1A < 43126 Parma < ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu



1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
Not applicable

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest®, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion
4.1 NEP Protein Safety assessment

The Working group discussed the safety assessment of proteins newly
expressed in the GM crops, as defined in the EFSA GDs and IR 503/2013,
taking also into consideration the concept of “history of safe use” of the
newly expressed proteins. Further discussion is needed

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the 83™ meeting of the Working
Group on Food and Feed Safety
Held on 6-7 April 2016, Parma (Italy)
(Agreed on 02 May 2016)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Annette
Poeting, Hildegard Przyrembel, Francesco Visioli and Jean-
Michel Wal

- Francesco Visioli participated via TELE on 6/04/2016
- Annette Poeting participated via TELE on 7/04/2016

. Hearing Experts':
- none
- European Commission and/or Member States representatives:

- Kaja Kantorska (DG SANTE) has participated via TELE/WEB-
conference.

- EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Neri and Claudia
Paoletti

- Others:
- Not Applicable

1.Welcome and apologies for absence
The Chair welcomed the participants. No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest 3, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 82" Working Group meeting
held on 23-24 February 2016, Parma.

The minutes of the 82" Working Group meeting were agreed by written
procedure on 25 March 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2009-75 (Oilseed rape Ms8 x Rf3 x
GT73)(EFSA-Q-2009-00890)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2011-96 (Cotton GHB119)
(EFSA-Q-2011-00311)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-DE-2010-86 (Maize Bt1l x MIR162 x 1507 x
GA21) (EFSA-Q-2010-01087)

The application was not discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2011-94 (Cotton GHB614 x LLCotton25 x
MON15985) (EFSA-Q-2011-00134)

The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5.5 EFSA-GMO-NL-2012-106 (Soybean DAS-44406-6)
(EFSA-Q-2012-00368)

The application was discussed. Further discussion and clarification from
the applicant are needed.

5.6 EFSA—-GMO-NL-2010-89 (Maize DAS-40278-9)
(EFSA-Q-2010-01326)

The application was discussed. Further discussion is needed.

5.7 EFSA—-GMO-NL-2013-114 (Cotton MON 88701)
(EFSA-Q-2013-00219)

The application was not discussed. Further discussion is needed.

6.Any Other Business

6.1 Development of Guidance on Low Level presence of GM food and
feed

6.2 Allergenicity Guidelines
6.3 Literature search/applicant studies

7 Next meeting
3 - 4 May 2016, Madrid, Spain
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Annex 1

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: Javier Moreno was involved
by the Spanish Competent Authority in generating comments for
application: EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed);
EFSA-GMO-NL-2011-96 (Cotton GHB119) and EFSA-GMO-NL-2012-106
(DAS-44406-6 Soybean). In accordance with EFSA’s Policy on
Independence and Scientific Decision-Making Processes® and the Decision
of the Executive Director on Declarations of Interest®, and taking into
account the specific matters discussed at the meeting in question, the
interest above was deemed to represent a Conflict of Interest. This results
in the exclusion of the expert from any discussion, voting or other
processing of aforementioned agenda items 5.2; 5.3 and 5.5 by the
concerned scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 21 March 2016
(Agreed on 5 April 2016)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts':
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Maria Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participant. No apology was received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2010-89 Maize DAS-40278-9
(EFSA-Q-2010-01326)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-91 Soybean DAS-68416-4
(EFSA-Q-2011-00052)

The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 Soybean DAS-44406-6
(EESA-Q-2012-00368)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2014-121 Soybean MON 87751
(EFSA-Q-2014-00719)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 17 March 2016
(Agreed on 5 April 2016)
Participants
- Working Group Members:
- Hanspeter Naegeli, Elsa Nielsen, Annette Poeting

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2013-114 (Cotton MON 88701)
(EFSA-Q-2013-00219)

The application was discussed. Further discussion and clarification
from the applicant is needed.

4.2 EFSA-GMO-NL-2014-121 (Soybean MON 87751)
(EFSA-Q-2014-00719)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2015-125 (Maize MON 87403)
(EFSA-Q-2015-00430)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub meeting on comparative
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 07 March 2016
(Agreed on 5 April 2016)

Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Maria Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants. No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-94 Cotton GHB614 x LLCotton25 x
MON 15985 (EFSA-Q-2011-00311)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-120 Soybean FG72 x A5547-127
(EFSA-Q-2014-00719)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organism Unit

Minutes of the 82"4 meeting of the Working
Group on Food and Feed Safety
Held on 23-24 February 2016, Parma (Italy)
(Agreed on 25 March 2016)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Annette
Poeting, Hildegard Przyrembel, Francesco Visioli and Jean-
Michel Wal

- Hildegard Przyrembel participated via TELE on 24/02/2016

. Hearing Experts’:

- Marco Corvaro, Carrie Fleming, Daland Juberg, Gaston legris,
Sabitha Papineni from Dow AgroScience for item 6.1

- European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANTE) have
participated via TELE/WEB-conference.

- EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio
Fernandez Dumont, Anna Lanzoni, Franco Neri and Claudia
Paoletti

- Others:
- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Elsa
Nielsen.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest 3, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the
SDol, please refer to Annex I. Oral Declaration of Interest was asked at
the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 815" Working Group meeting
held on 12-13 January 2016, Parma.

The minutes of the 81™ Working Group meeting were agreed by written
procedure on 15 February 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x
MONS88913 Cotton) (EFSA-Q-2009-00491)
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed)
(EFSA-Q-2009-00890)
The application was discussed. Further discussion is needed.

5.3 GM carnation line FLO-40685-2 (EFSA-Q-2015-00122)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-DE-2010-86 (Bt1l x MIR162 x 1507 x GA21
Maize) (EFSA-Q-2010-01087)

The application was not discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5.5 EFSA-GMO-NL-2011-91 (DAS-68416-4 Soybean)
(EFSA-Q-2011-00052)

The application was discussed. Further discussion and clarification from
the applicant are needed.

5.6 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean)
(EFSA-Q-2012-00368)

The application was discussed. Further discussion is needed.

6 Any Other Business

6.1 Clarifications from the applicant (Dow AgroSciences) on additional
information provided related to 28-day toxicity studies

6.2 Equivalence limits - Not discussed

7 Next meeting
6 — 7 April 2016, Parma
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Annex 1

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: Javier Moreno was involved
by the Spanish Competent Authority in generating comments for
application: EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed);
EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean). In accordance with
EFSA’s Policy on Independence and Scientific Decision-Making Processes®
and the Decision of the Executive Director on Declarations of Interest®,
and taking into account the specific matters discussed at the meeting in
question, the interest above was deemed to represent a Conflict of
Interest. This results in the exclusion of the expert from any discussion,
voting or other processing of aforementioned agenda items 5.2 and 5.6
by the concerned scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on
Genetically Modified Organisms

Minutes of the sub working group on toxicological
assessment of the Working Group on Food and
Feed Safety
WEB/TELE-conference, 16 February 2016
(Agreed on 04 March 2016)

Participants
- Working Group Members:
- Hanspeter Naegeli, Elsa Nielsen, Annette Poeting

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence

The EFSA staffs welcomed the participants. Apologies were received from
Elsa Nielsen.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2015-124 (MON87411 Maize)
(EFSA-Q-2015-00101)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-BE-2015-125 (MON87403 Maize)
(EFSA-Q-2015-00430)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organism Unit
Minutes of the sub meeting on allergenicity
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 5 February 2016
(Agreed on 11 February 2015)
Participants
- Working Group Members:
- Javier Moreno and Jean-Michel Wal

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

- EFSA:
- GMO Unit: Antonio Fernandez Dumont and Regina Selb

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.
No apology was received.

2.Adoption of agenda
The agenda was adopted without changes.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes® and the Decision of the Executive Director on
Declarations of Interest,® EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process.

For further details on the outcome of the Oral Declaration of Interest
made at the beginning of the meeting, please refer to the Annex I.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2013-116 (DAS-81419-2 Soybean)
(EFSA-Q-2013-00527)

The application was discussed. Further discussion is needed.

4.2EFSA-GMO-NL-2013-119 (MON 88302 x Ms8 x Rf3
Oilseed rape)

(EFSA-Q-2013-01002)

The application was discussed. Further discussion is needed.

1.1 Request to assess maize MON 810 PMEM report for the
2014 cultivation season provided by Monsanto

(EFSA-Q-2015-00650)

The request was discussed. Further discussion is needed

2.Any Other Business
Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interests and actions resulting from the Oral Declaration of
Interest done at the beginning of the meeting

CONFLICT OF INTEREST: With regard to this meeting Mr Javier Moreno
declared the following interest: Javier Moreno has provided general advice
and comments to the Spanish Competent Authority on application EFSA-
GMO-NL-2013-116 (DAS-81419-2 Soybean). In accordance with
EFSA’s Policy on Independence and Scientific Decision-Making Processes”
and the Decision of the Executive Director Declarations of Interest®, and
taking into account the specific matters discussed at the meeting in
question, the interest above was deemed to represent a Conflict of
Interest.

This results in the exclusion of the expert from any discussion, voting or
other processing of item 4.1 by the concerned scientific group.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organism Unit

Minutes of the sub working group on toxicological
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 4 February 2016
(Agreed on 23 February 2016)

Participants
- Working Group Members:
- Hanspeter Naegeli, Elsa Nielsen, Annette Poeting

. Hearing Experts':
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2013-116 (EFSA-Q-2013-00527)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-123 (EFSA-Q-2014-00850)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organism Unit

Minutes of the sub working group on toxicological
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 02 February 2016
(Agreed on 23 February 2016)

Participants
- Working Group Members:
- Hanspeter Naegeli, Elsa Nielsen, Annette Poeting

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2013-114 (EFSA-Q-2013-00219)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 (EFSA-Q-2014-00719)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2009-75 (EFSA-Q-2009-00890)
The application was discussed. Further discussion is heeded.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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European Food Safety Authority

——

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organism Unit

Minutes of the sub working group on toxicological
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 26 January 2016
(Agreed on 01 February 2016)

Participants
- Working Group Members:
- Elsa Nielsen, Annette Poeting

. Hearing Experts':
- Not Applicable

- European Commission and/or Member States representatives:

- Not Applicable

. EFSA:
- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staffs welcomed the participants.
No apologies were received.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-96 - (EFSA-Q-2011-00311)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-91 - (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 - (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on
Genetically Modified Organism Unit

Minutes of the 81" meeting of the Working Group
on Food and Feed Safety

Held on 12-13 January 2016, Parma (Italy)
(Agreed on 15 February 2016)

Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier
Moreno, Hanspeter Naegeli (Chair), Elsa Nielsen, Annette
Poeting, Hildegard Przyrembel, Francesco Visioli and Jean-
Michel Wal

- Francesco Visioli participated via TELE on both days

. Hearing Experts:
- Harry Kuiper
- European Commission and/or Member States representatives:

- Maria Mirazchiyska (DG SANTE) has participated via
TELE/WEB-conference.

- EFSA:

- GMO Unit: Michele Ardizzone, Antonio Fernandez Dumont,
Anna Lanzoni and Claudia Paoletti

- Others:
- Not Applicable

1.Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from
Hermann Broll (first day of the meeting) and Franco Neri (EFSA).

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:

http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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2.Adoption of agenda

The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-

Makin

g Processes’ and the Decision of the Executive Director on

Declarations of Interest 3, EFSA screened the Annual Declarations of
Interest and the Specific Declarations of Interest (SDol) filled in by the
working group member invited for the present meeting.

For further details on the outcome of the screening of the ADol or the

SDol,

please refer to Annex I. Oral Declaration of Interest was asked at

the beginning of the meeting and no additional interest was declared.

4. Agreement of the minutes of the 80" Working Group meeting

hel
The m

d on 16-17 December 2015, Parma.
inutes of the 80 Working Group meeting were agreed by written

procedure on 11 January 2016.*

5.Scientific topics for discussion

5.1 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed)
(EFSA-Q-2009-00890)
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2010-86 (Btlil x MIR162 x 1507 x
GA21 Maize) (EFSA-Q-2010-01087)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-DE-2011-99 (Btl1l x 59122 x MIR604 x
1507 x GA21 Maize) (EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x
NK603 Maize) (EFSA-Q-2011-00116)

The application was discussed. Further discussion is needed.

5.5 EFSA-GMO-NL-2011-96 (GHB119 Cotton) (EFSA-Q-
2011-00311)

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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The application was discussed. Further discussion and clarifications from
the applicant are needed.

6.Any Other Business
6.1 Cry proteins
6.2 History of safe use

7.Next meeting
23-24 February 2016, Parma
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Annex 1

Interests and actions resulting from the screening of Annual
Declarations of Interest (ADolI) or Specific Declarations of
Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting,
Javier Moreno declared the following interest: Javier Moreno was involved
by the Spanish Competent Authority in generating comments for
application: EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed);
EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 Maize); and
EFSA-GMO-NL-2011-96 (GHB119 Cotton). In accordance with EFSA’s
Policy on Independence and Scientific Decision-Making Processes® and the
Decision of the Executive Director on Declarations of Interest®, and taking
into account the specific matters discussed at the meeting in question, the
interest above was deemed to represent a Conflict of Interest. This results
in the exclusion of the expert from any discussion, voting or other
processing of aforementioned agenda items 5.1; 5.4; 5.5 by the
concerned scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit

Scientific Panel on
Genetically Modified Organism Unit

Minutes of the sub working group on comparative
assessment of the Working Group on Food and
Feed Safety

WEB/TELE-conference, 08 January 2016
(Agreed on 01 February 2016)
Participants
- Working Group Members:
- Thomas Frenzel

. Hearing Experts’:
- Not Applicable

- European Commission and/or Member States representatives:
- Not Applicable

. EFSA:
- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1.Welcome and apologies for absence
The EFSA staff welcomed the participants.
Apologies were received from Franco Neri (EFSA).

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection. pdf.

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110  www.efsa.europa.eu
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2.Adoption of agenda
The agenda was adopted without changes.

3.Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-
Making Processes? and the Decision of the Executive Director on
Declarations of Interest’, EFSA screened the Annual Declaration of
Interest and the Specific Declaration of Interest filled in by the working
group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during
the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4.Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-96 Cotton GHB119 (EFSA-Q-2011-
00311)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2014-121 Soybean MON 87751 (EFSA-Q-
2014-00719)
The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 80" meeting of the Working Group on Food and Feed Safety
Held on 16-17 December 2015, Parma (Italy)
(Agreed on 11 January 2016)
Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Hanspeter Naegeli
(Chair), Elsa Nielsen, Annette Poeting, Hildegard Przyrembel, Francesco
Visioli and Jean-Michel Wal

- Annette Poeting participated via TELE on 16-17/12/2015; Hildegard
Przyrembel participated via TELE on 17/12/2015.

. Hearing Experts®:
- none
- European Commission and/or Member States representatives:

- Maria Mirazchiyska (DG SANTE) has participated via TELE/WEB-conference
on 17/12/2015.

- EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Anna Lanzoni, Franco Neri and Claudia Paoletti

- Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants. Apologies were received from Javier Moreno.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest 3, EFSA
screened the Annual Declarations of Interest and the Specific Declarations of Interest
(SDol) filled in by the working group member invited for the present meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://lwww.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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No Conflicts of Interest related to the issues discussed in this meeting have been
identified during the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4. Agreement of the minutes of the 79'" Working Group meeting held on 17-19
November 2015, Parma.

The minutes of the 79" Working Group meeting were agreed by written procedure on 14
December 2015.*

5. Scientific topics for discussion

5.1 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x MONS88913
Cotton) EFSA-Q-2009-00491
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2011-99 (Bt1l x 59122 x MIR604 x 1507 x GA21
Maize) EFSA-Q-2011-00894
The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-NL-2011-96 (GHB119 Cotton) EFSA-Q-2011-00311
The application was not discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2009-75 (MS8 x RF3 x GT73 Oilseed rape) EFSA-Q-
2009-00890
The application was not discussed. Further discussion is needed.

5.5 EFSA-GMO-DE-2010-86 (Btll x MIR162 x 1507 x GA21 Maize) EFSA-
Q-2010-01087
The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2011-91 (DAS-68416-4 Soybean) EFSA-Q-2011-00052
The application was discussed. Further discussion is needed.

5.7 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) EFSA-Q-2012-00368
The application was discussed. Further discussion is needed.

6. Any Other Business

7. Next meeting
12-13 January 2016, Parma

4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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No Conflicts of Interest related to the issues discussed in this meeting have been
identified during the screening process or at the Oral Declaration of Interest at the
beginning of this meeting.

4. Agreement of the minutes of the 79'" Working Group meeting held on 17-19
November 2015, Parma.

The minutes of the 79" Working Group meeting were agreed by written procedure on 14
December 2015.*

5. Scientific topics for discussion

5.1 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x MONS88913
Cotton) EFSA-Q-2009-00491
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2011-99 (Bt1l x 59122 x MIR604 x 1507 x GA21
Maize) EFSA-Q-2011-00894
The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-NL-2011-96 (GHB119 Cotton) EFSA-Q-2011-00311
The application was not discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2009-75 (MS8 x RF3 x GT73 Oilseed rape) EFSA-Q-
2009-00890
The application was not discussed. Further discussion is needed.

5.5 EFSA-GMO-DE-2010-86 (Btll x MIR162 x 1507 x GA21 Maize) EFSA-
Q-2010-01087
The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2011-91 (DAS-68416-4 Soybean) EFSA-Q-2011-00052
The application was discussed. Further discussion is needed.

5.7 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) EFSA-Q-2012-00368
The application was discussed. Further discussion is needed.

6. Any Other Business

7. Next meeting
12-13 January 2016, Parma

4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 14 December 2015
(Agreed on 23 December 2015)
Participants
- Working Group Members:

- Javier Moreno and Jean-Michel Wal

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Antonio Fernandez Dumont

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest,®> EFSA
screened the Annual Declarations of Interest and the Specific Declarations of Interest
filled in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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For further details on the outcome of the Oral Declaration of Interest made at the
beginning of the meeting, please refer to the Annex I.

4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2009-75 (Oilseed rape MS8 x RF3 x GT73)
(EFSA-Q-2009-00890)
The application was discussed. Further discussion is needed.

4.2 Request to assess maize MON 810 PMEM report for the 2014 cultivation
season provided by Monsanto (EFSA-Q-2015-00650)
The request was discussed. Further discussion is needed

5. Any Other Business
Not Applicable
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Interests and actions resulting from the Oral Declaration of Interest done at
the beginning of the meeting

CONFLICT OF INTEREST: With regard to this meeting Mr Javier Moreno declared the
following interest: Javier Moreno has provided general advice and comments to the
Spanish Competent Authority on application EFSA-GMO-NL-2009-75 (Oilseed rape
MS8 x RF3 x GT73). In accordance with EFSA’s Policy on Independence and Scientific
Decision-Making Processes® and the Decision of the Executive Director Declarations of
Interest®, and taking into account the specific matters discussed at the meeting in
question, the interest above was deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or other
processing of item 4.1 by the concerned scientific group.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the meeting of the sub working group on comparative assessment
of the Working Group on Food and Feed Safety
WEB/TELE-conference, 03 December 2015
(Agreed on 14 December 2015)
Participants
- Working Group Members:

- Thomas Frenzel

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topics for discussion

4.1EFSA-GMO-NL-2011-92 Maize 1507 x 59122 x MON 810 x NK603 (EFSA-
0Q-2011-00116)
The application was not discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 Rapeseed Ms8 x Rf3 x GT73 (EFSA-Q-2009-
00890)
The application was not discussed. Further discussion is needed.

4.3EFSA-GMO-NL-2011-96 Cotton GHB119 (EFSA-0-2011-00311)
The application was discussed. Further discussion is needed.

4.4EFSA-GMO-BE-2015-125 Maize MON 87403 (EFSA-0-2015-00430)
The application was discussed. Further discussion is needed.
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 79" meeting of the Working Group on Food and Feed Safety
Held on 17-18-19 November 2015, Parma (Italy)
(Agreed on 14" December 2015)
Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier Moreno, Hanspeter
Naegeli (Chair), Annette Poeting, Hildegard Przyrembel, Francesco Visioli
and Jean-Michel Wal

- Elsa Nielsen participated via TELE on 19/11/2015

Hearing Experts’:
- none
European Commission and/or Member States representatives:

- Kaja Kantorska (18 and 19™) and Maria Mirazchiyska (19'") (DG SANTE)
have participated via TELE/WEB-conference.

EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Anna Lanzoni, Franco Neri and Claudia Paoletti

- Others:
- Not Applicable

1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Thomas Frenzel for
the 17" and Elsa Nielsen for the 17" and 18™.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making Processes? and
the Decision of the Executive Director on Declarations of Interest >, EFSA screened the Annual
Declarations of Interest and the Specific Declarations of Interest (SDol) filled in by the working group
member invited for the present meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

% http://lwww.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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For further details on the outcome of the screening of the ADol or the SDol, please refer to Annex I.
Oral Declarations of Interest were asked at the beginning of the meeting and no additional interest
was declared.

4. Agreement of the minutes of the 78 Working Group meeting held on 7-8
October 2015, Parma.

The minutes of the 78™ Working Group meeting were agreed by written procedure on 23
October 2015.*

5. Scientific topics for discussion

5.1 GM Carnation line SHD27531-4 (EFSA-Q-2015-00126)
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x MONS88913
Cotton) (EESA-Q-2009-00491)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-DE-2010-86 (Btl1l x MIR162 x 1507 x GA21 Maize)
(EFSA-Q-2010-01087)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 Maize)
(EFSA-0-2011-00116)

The application was discussed®. Further discussion is needed.

5.5 EFSA-GMO-DE-2011-99 (Btll x 59122 x MIR604 x 1507 x GA21
Maize) (EFSA-Q-2011-00894)

The application was not discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-

00890)
The application was discussed®. Further discussion is needed.

5.7 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed®. Further discussion is needed.

6. Any Other Business
6.1 New Application: EFSA-GMO-BE-2015-125 (MON87403 Maize)
(EFSA-0-2015-00430)

7. Next meeting
16-17 December 2015, Parma

4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf

5According to Annex I
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Annex |

Interests and actions resulting from the screening of Annual Declarations of Interest
(ADol) or Specific Declarations of Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting, Javier Moreno
declared the following interest: Javier Moreno was involved by the Spanish Competent
Authority in generating comments for application: EFSA-GMO-NL-2011-92 (1507 x 59122 x
MON 810 x NK603 Maize); EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) and
EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean). In accordance with EFSA’s Policy on
Independence and Scientific Decision-Making Processes® and the Decision of the Executive
Director on Declarations of Interest’, and taking into account the specific matters discussed
at the meeting in question, the interest above was deemed to represent a potential Conflict
of Interest with respect to the expert involvement in the development of the Spanish
Authority’s position. Since the discussion on agenda items 5.4; 5.6; 5.7 did not focus on
subject issues of this applications, and were limited to general aspects (such as the template
structure, scope, stack risk assessment approach) the interest above did not result in an
actual conflict of interest.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
" http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 79" meeting of the Working Group on Food and Feed Safety
Held on 17-18-19 November 2015, Parma (Italy)
(Agreed on 14 December 2015)
Participants
- Working Group Members:

- Stefania Favilla, Thomas Frenzel, Mikolaj Gralak, Javier Moreno, Hanspeter
Naegeli (Chair), Annette Poeting, Hildegard Przyrembel, Francesco Visioli
and Jean-Michel Wal

- Elsa Nielsen participated via TELE on 19/11/2015

Hearing Experts’:
- none
European Commission and/or Member States representatives:

- Kaja Kantorska (18 and 19™) and Maria Mirazchiyska (19'") (DG SANTE)
have participated via TELE/WEB-conference.

EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Anna Lanzoni, Franco Neri and Claudia Paoletti

- Others:
- Not Applicable

1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Elsa Nielsen for the
19",

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making Processes? and
the Decision of the Executive Director on Declarations of Interest >, EFSA screened the Annual
Declarations of Interest and the Specific Declarations of Interest (SDol) filled in by the working group
member invited for the present meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

% http://lwww.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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For further details on the outcome of the screening of the ADol or the SDol, please refer to Annex I.
Oral Declaration of Interest was asked at the beginning of the meeting and no additional interest was
declared.

4. Agreement of the minutes of the 78 Working Group meeting held on 7-8
October 2015, Parma.

The minutes of the 78™ Working Group meeting were agreed by written procedure on 23
October 2015.*

5. Scientific topics for discussion

5.1 GM Carnation line SHD27531-4 (EFSA-Q-2015-00126)
The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x MONS88913
Cotton) (EESA-Q-2009-00491)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-DE-2010-86 (Btl1l x MIR162 x 1507 x GA21 Maize)
(EFSA-Q-2010-01087)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 Maize)
(EFSA-0-2011-00116)

The application was discussed. Further discussion and clarification from the
applicant are needed.

5.5 EFSA-GMO-DE-2011-99 (Btll x 59122 x MIR604 x 1507 x GA21
Maize) (EFSA-Q-2011-00894)

The application was not discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EESA-Q-2009-

00890)
The application was discussed. Further discussion is needed.

5.7 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

6. Any Other Business
6.1 New Application: EFSA-GMO-BE-2015-125 (MON87403 Maize)

(EFSA-0Q-2015-00430)

7. Next meeting
16-17 December 2015, Parma

4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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Annex |

Interests and actions resulting from the screening of Annual Declarations of Interest
(ADol) or Specific Declarations of Interest (SDol)

CONFLICT OF INTEREST: In the SDol filled for the present meeting, Javier Moreno
declared the following interest: Javier Moreno was involved by the Spanish Competent
Authority in generating comments for application: EFSA-GMO-NL-2011-92 (1507 x 59122 x
MON 810 x NK603 Maize); EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) and
EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean). In accordance with EFSA’s Policy on
Independence and Scientific Decision-Making Processes® and the Decision of the Executive
Director on Declarations of Interest®, and taking into account the specific matters discussed
at the meeting in question, the interest above was deemed to represent a Conflict of Interest.
This results in the exclusion of the expert from any discussion, voting or other processing of
aforementioned agenda items 5.4; 5.6; 5.7 by the concerned scientific group.

5 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutri (feed) assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 12-13 November 2015
(Agreed on 17 November 2015)
Participants
- Working Group Members:
- Mikolaj Gralak

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Michele Ardizzone

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2013-119 - EFSA-Q-2013-01002
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-96 - EFSA-Q-2011-00311
The application was discussed. Further discussion and clarifications from the
applicant is needed.

4.3 EFSA-GMO-DE-2011-99 - EFSA-Q-2011-00894
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2009-68 - EFSA-0-2009-00491
The application was not discussed. Further discussion is needed.
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 12 November 2015
(Agreed on 19 November 2015)
Participants
- Working Group Members:

- Hanspeter Naegeli, Elsa Nielsen

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-DE-2011-99- (EFSA-Q-2011-00894)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-68- (EFSA-0-2009-00491)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-96- (EFSA-Q-2011-00311)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2009-75- (EFSA-0-2009-00890)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2011-92- (EFSA-0-2011-00116)
The application was not discussed. Further discussion is needed.
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the meeting of the sub working group on comparative assessment of
the Working Group on Food and Feed Safety

WEB/TELE-conference, 11 November 2015
(Agreed on 13 November 2015)
Participants
- Working Group Members:

- Thomas Frenzel

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Hermann Broll and Franco Neri

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1EFSA-GMO-NL-2009-68 Cotton 281-24-236 x 3006-210-23 x MONS8913
(EFSA-Q-2009-00491)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 Rapeseed Ms8 x Rf3 x GT73 (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-92 Maize 1507 x 59122 x MON 810 x NK603
(EESA-0-2011-00116)

The application was discussed. Further discussion is needed.

4.4EFSA-GMO-DE-2011-99 Maize Btll x 59122 x MIR604 x 1507 x GA21
(EESA-0-2011-00894)

The application was discussed. Further discussion is needed.
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 06 November 2015
(Agreed on 13 November 2015)
Participants
- Working Group Members:

- Hanspeter Naegeli, Elsa Nielsen

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni. Antonio Fernandez
Dumont (only for application124)

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topics for discussion

4.1 EFSA-GMO-BE-2015-125- (EFSA-Q-2015-00430)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-68- (EFSA-Q-2009-00491)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2015-124- (EFSA-Q-2015-00101)
The application was discussed. Further discussion is needed.
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 03 November 2014
(Agreed on 13 November 2015)
Participants
- Working Group Members:

- Hanspeter Naegeli, Annette Poeting

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 (EFSA-Q-2014-00719)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-92 (EFSA-Q-2011-00116)
The application was discussed. Further discussion is needed.



Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 27 October 2015
(Agreed on 12 November 2015)
Participants
¢ Working Group Members:

- Jean-Michel Wal; Javier Moreno

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Antonio Fernandez Dumont

Others:

- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest,® EFSA
screened the Annual Declarations of Interest and the Specific Declarations of Interest
filled in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy. pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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For further details on the outcome of the Oral Declaration of Interest made at the
beginning of the meeting, please refer to the Annex I.

4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2009-68 (Cotton 281-24-236 x 3006-210-23 x MON
88913) (EFSA-Q-2009-00491)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-115 (Soybean DAS-68416-4 X MON 89788)
(EFSA-Q-2013-00281)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2013-116 (Soybean DAS-81419-2) (EFSA-Q-2013-
00527)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2013-120 (Soybean FG72 x A5547-127) (EFSA-Q-
2013-01032)

The application was discussed. Further discussion is needed.

5. Any Other Business
Not Applicable



ANNEX 1

Interests and actions resulting from the Oral Declaration of Interest done at
the beginning of the meeting

CONFLICT OF INTEREST: With regard to this meeting Mr Javier Moreno declared the
following interest: Javier Moreno has provided general advice and comments to the
Spanish Competent Authority on application EFSA-GMO-NL-2013-116 (Soybean
DAS-81419-2). In accordance with EFSA’s Policy on Independence and Scientific
Decision-Making Processes* and the Decision of the Executive Director Declarations of
Interest®, and taking into account the specific matters discussed at the meeting in
question, the interest above was deemed to represent a Conflict of Interest.

This results in the exclusion of the expert from any discussion, voting or other
processing of item 4.3 by the concerned scientific group.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 26 October 2015
(Agreed on 28 October 2015)
Participants
- Working Group Members:

- Hildegard Przyrembel, Francesco Visioli

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- None

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2009-75 Rapeseed Ms8 x Rf3 x GT73 (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-116 Soybean DAS-81419-2 (EFSA-Q-2013-00527)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2009-68 Cotton 281-24-236 x 3006-210-23 x MON
88913 (EFSA-Q-2009-00491)
The application was not discussed. Further discussion is needed.
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 20 October 2015
(Agreed on 26 October 2015)
Participants
- Working Group Members:

- Elsa Nielsen, Annette Poeting and Mikolaj Gralak

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Maria Mirazchiyska - EC

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion
4.1EFSA-GMO-NL-2007-47 Soybean 305423 x 40-3-2 (EFSA-Q-2007-175)

The application was discussed. Further discussion is needed.



efsam

European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 19 October 2015
(Agreed on 26 October 2015)
Participants
- Working Group Members:

- Elsa Nielsen, Annette Poeting and Hanspeter Naegeli

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone, Anna Lanzoni and Antonio Fernandez Dumont

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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European Food Safety Authority

4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2014-121 Soybean MON 87751 (EFSA-0-2014-00719)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2012-111 Soybean SYHTOH2 (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2009-75 Rapeseed Ms8 x Rf3 x GT73 (EFSA-Q-2009-
00890)
The application was not discussed due to time limitation.



efsam

European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 78" meeting of the Working Group on Food and Feed Safety
Held on 7-8 October 2015, Parma (Italy)
(Agreed on 23 October 2015)
Participants
- Working Group Members:

- Mikolaj Gralak, Hanspeter Naegeli (Chair), Francesco Visioli and Jean-
Michel Wal

- Elsa Nielsen and Annette Poeting participated via TELE/WEB

Hearing Experts’:

- Josep Casacuberta and Fabien Nogué supporting the MC WG, joined the
discussion on application EFSA-GMO-DE-2009-66.

European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANTE) have participated via
TELE/WEB-conference

EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Franco Neri, Claudia Paoletti, Yi Liu, Matthew Ramon and Konstantinos
Paraskevopoulos.

- Others:

- Not Applicable

1. Welcome and apologies for absence

The Chair welcomed the participants. No apologies for absence were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 77" Working Group meeting held on 8-
10 September 2015, Parma.

The minutes of the 77" Working Group meeting were agreed by written procedure on 1
October 2015.*

5. Scientific topics for discussion

5.1 GM Carnation lines SHD27531-4 & FLO-40685-1 (EFSA-0-2015-
00126; EFSA-Q-2015-00122)
The applications were discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion and clarification from the
applicant are needed.

5.3 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2015-124 (MON87411 Maize) (EFSA-Q-2015-00101)
The application was discussed. Further discussion is needed.

5.5 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize)
(EFSA-Q-2009-00444)

The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-DE-2010-86 (Bt11l x MIR162 x 1507 x GA21 Maize) (EFSA-
Q-2010-01087)
The application was discussed. Further discussion is needed.

5.7 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21
Maize)) (EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.

5.8 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)
The application was discussed. Further discussion is needed.

6. Any Other Business
6.1 Feedback from Allergenicity WG

6.2 Assignment of rapporteurs for dossiers

7. Next meeting
18 - 19 November 2015, Parma

4 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 30 September 2015
(Agreed on 6 October 2015)
Participants
- Working Group Members:
- Jean-Michel Wal

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Zoltan Diveki, Antonio Fernandez Dumont

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://mww.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111 e Fax +39 0521 036 110 « www.efsa.europa.eu
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4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 soybean) (EFSA-Q-2007-
175)

The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable



Genetically Modified Organisms Unit

Scientific Panel on Genetically Modified Organisms

Minutes of sub meeting on toxicological assessment of the Working Group on Food
and Feed Safety,

WEB/TELE-conference, 24 September 2015
(Agreed on 06 October 2015)
Participants
Working Group Members
- Hanspeter Naegeli and Elsa Nielsen
Hearing Experts!
- Not applicable
European Commission and/or Member States representatives
- Not applicable
EFSA
- GMO Unit: Michele Ardizzone and Anna Lanzoni
Others (In application of the guidelines for Observers?

- Not applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.

No apologies for absence were received

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’'s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/en/stakeholders/observers.htmi

® http://mww.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

4 http:/Mmww.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111  Fax +39 0521 036 110 « www.efsa.europa.eu



4. Scientific topics for discussion:

4.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EESA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 Soybean) (EEFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EESA-Q-2012-00368)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL_2012-111 (SYHTOH2 Soybean) (EESA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any other business

Not applicable.



Genetically Modified Organisms Unit

Scientific Panel on Genetically Modified Organisms

Minutes of sub meeting on toxicological assessment of the Working Group on Food
and Feed Safety,

WEB/TELE-conference, 24 September 2015
(Agreed on 06 October 2015)
Participants
Working Group Members
- Annette Péting
Hearing Experts!
- Not applicable
European Commission and/or Member States representatives
- Not applicable
EFSA
- GMO Unit: Michele Ardizzone and Anna Lanzoni
Others (In application of the guidelines for Observers?

- Not applicable

1. Welcome and apologies for absence
The Chair welcomed the participant.

No apologies for absence were received

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’'s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/en/stakeholders/observers.htmi

8 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

4 http:/Mmww.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion:

4.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EESA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 Soybean) (EEFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EESA-Q-2012-00368)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2012-111 (SYHTOH2 Soybean) (EESA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any other business

Not applicable.



Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on comparative assessment of the Working Group
on Food and Feed Safety

Held on 15 September 2015, Parma (Italy)
(Agreed on 15 September 2015)
Participants
e Working Group Members:

- Antoine Messean

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Fernando Alvarez, Hermann Broll, Andrea Gennaro, Franco Neri
and Claudia Paoletti

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participant.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma = ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)
The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable



GENETICALLY MODIFIED ORGANISMS UNIT

Scientific Panel on Genetically Modified Organisms

Minutes of sub meeting on toxicological assessment of the Working Group on Food
and Feed Safety,

WEBI/TELE-conference, 9 September 2015
(Agreed on 30 September 2015)
Participants

e Working Group Members

- Annette Poeting
e Hearing Experts1

- Not applicable
o European Commission and/or Member States representatives

- Not applicable

e EFSA
- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez
Dumont, Viola Ghio, Anna Lanzoni, Yi Liu, Franco Neri and Claudia
Paoletti
e Others

- Not applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.
No apologies were received

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest3, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion:

4.1EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EESA-Q-

2009-00444)
The application was not discussed. Further discussion is needed

4.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 Soybean) (EESA-Q-2011-00052)
The application was discussed. Further discussion and clarification from the
applicant are needed.

4.4 EFSA-GMO-NL-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any other business
Not applicable.



GENETICALLY MODIFIED ORGANISMSM UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 77" meeting of the Working Group on Food and Feed Safety
Held on 8-10 September 2015, Parma (Italy)
(Agreed on 01 October 2015)
Participants
e Working Group Members:

- Mikolaj Gralak, Hanspeter Naegeli1 (Chair), Francesco Visioli and Jean-
Michel Wal

e Hearing Expertsz:

- Not Applicable

e European Commission and/or Member States representatives:
- Kaja Kantorska (DG SANTE) has participated via TELE/WEB-conference

e EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Viola Ghio, Anna Lanzoni, Yi Liu, Franco Neri and Claudia Paoletti

e Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.

Apologies were received from Elsa Nielsen.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes> and the Decision of the Executive Director on Declarations of Interest4, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

! Participated on 8 & 9 September only

2 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy. pdf

4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 76" Working Group meeting held on 9-10
June 2015, Parma. The minutes of the 76" Working Group meeting were agreed by
written procedure on 17 July 2015.°

5. Scientific topics for discussion

5.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2009-66 (Bt11l x MIR162 x MIR604 x GA21 Maize)
(EESA-Q-2009-00444)

The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was not discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-
0-2010-01086)

The application was discussed. Further discussion is needed.

5.5 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion and clarification from the
applicant are needed.

5.6 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EESA-0-2012-00753)

The application was discussed. Further discussion is needed.

6. Any Other Business

7. Next meeting
7-8 October 2015, Parma

® http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety

Held on 7 September 2015, Parma (Italy)
(Agreed on 7 September 2015)
Participants
e Working Group Members:

- Peter Aggett and Hildegard Przyrembel

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The additional information received on 4 August 2015 was discussed. Further
discussion is needed.
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European Food Safety Authority

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 2 September 2015
(Agreed on 19 September 2015)
Participants
- Working Group Members:
- Jean-Michel Wal

Hearing Experts':

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Antonio Fernandez Dumont

- Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest?, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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efsam

European Food Safety Authority

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-DE-2012-111 (SYHTOH2 soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.
4.2 Carnation line SHD-27531-4 (EFSA-Q-2015-00126)
The notification was discussed. Further discussion is needed.
4.3 Carnation line FLO-40685-2 (EFSA-Q-2015-00122)
The notification was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable



Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 14 July 2015
(Agreed on 16 July 2015)
Participants
e Working Group Members:

- Annette Poeting and Hanspeter Naegeli

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

* As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion
4.1EFSA-GMO-NL-2013-114 - MON 88701 Cotton (EFSA-Q-2013-00219)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-DE-2012-111 (SYHTOH2 soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2013-112 (MON 89034 x 1507 x NK603 x DAS-40278-9
Maize) (EESA-Q-2013-00219)

The application was not discussed. Further discussion is needed.

4.4EFSA-GMO-NL-2013-113 (MON 89034 x 1507 x MON 88017 x 59122 x
DAS-40278-9 Maize) (EESA-Q-2013-00210)

The application was not discussed. Further discussion is needed.




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety

Held on 2 July 2015, Parma (Italy)
(Agreed on 2 July 2015)
Participants
e Working Group Members:

- Peter Aggett and Hildegard Przyrembel

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The application and additional information received on 29 June 2015 were
discussed. Further discussion is needed.

5. Any Other Business
5.1 EC mandate M-2015-0137

The information package was discussed. Further discussion is needed.



Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety

Held on 1 July 2015, Parma (Italy)
(Agreed on 1 July 2015)
Participants
e Working Group Members:

- Peter Aggett, Andrew Chesson, Jurgen Gropp and Hildegard Przyrembel

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The application and additional information received on 29 June 2015 were
discussed. Further discussion is needed.

5. Any Other Business
5.1 EC mandate M-2015-0137

The information package was discussed. Further discussion is needed.



Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 30 June 2015
(Agreed on 13 July 2015)
Participants
e Working Group Members:

- Annette Poeting and Hanspeter Naegeli

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

* As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion
4.1 EFSA-GMO-DE-2012-111 (SYHTOH2 soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2013-112 (MON 89034 x 1507 x NK603 x DAS-40278-9
Maize) (EFSA-Q-2013-00219)

The application was not discussed. Further discussion is needed.

4.3EFSA-GMO-NL-2013-113 (MON 89034 x 1507 x MON 88017 x 59122 x
DAS-40278-9 Maize) (EESA-0Q-2013-00210)

The application was not discussed. Further discussion is needed.




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 18 June 2015
(Agreed on 18 June 2015)
Participants
e Working Group Members:

- Annette Poeting and Hanspeter Naegeli

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

* As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydecstdocstexpertselectionpdf-
2 http-Awww efsa-europa-eufentikeydocs/docs/independencepolicy. pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


olsheyu
Cross-out
docs/docs/expertselection.pdf.

2

http://www.efsa.europa.eu/en/key

olsheyu
Cross-out
SA


4. Scientific topics for discussion
4.1 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)
The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2014-123 (4114 Maize) (EFSA-0Q-2014-00850)

The application was discussed. Further discussion is needed.




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety

Held on 11 June 2015, Parma (Italy)
(Agreed on 11 June 2015)
Participants
e Working Group Members:

- Peter Aggett, Andrew Chesson and Hildegard Przyrembel

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-
0-2010-01086)

The application and additional information received on 3 June 2015 were
discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2010-86 (Btl11l x MIR162 x 1507 x GA21 Maize) (EESA-
Q-2010-01087)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-
Q-2011-00954)

The application and additional information received on 3 June 2015 were
discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 76" meeting of the Working Group on Food and Feed Safety
Held on 9-10 June 2015, Parma (Italy)
(Agreed on 17 July 2015)
Participants
e Working Group Members:

- Peter Aggett, Christer Andersson, Andrew Chesson, Gijs Kleter, Harry
Kuiper!, Martinus Levik, Hanspeter Naegeli (Chair), Hildegard Przyrembel?,
Annette P6ting and Jean-Michel Wal

- Jurgen Gropp and Annette Poting have participated via TELE/WEB-
conference

Hearing Experts>:

- Not Applicable

European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANTE) have participated via
TELE/WEB-conference

EFSA:

-  GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Viola Ghio, Anna Lanzoni, Yi Liu, Franco Neri and Claudia Paoletti

Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.

Apologies were received from Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

! pParticipated on 9 June only

2 Participated on 9 June only

3 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 75" Working Group meeting held on 29-30
April 2015, Parma. The minutes of the 75" Working Group meeting were agreed by
written procedure on 3 June 2015.°

5. Scientific topics for discussion

5.1 EFSA-GMO-DE-2009-66 (Bt11l x MIR162 x MIR604 x GA21 Maize)
(EESA-0Q-2009-00444)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion and clarifications from the
applicant are needed.

5.3 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EESA-Q-2010-00880)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-DE-2010-86 (Bt11l x MIR162 x 1507 x GA21 Maize) (EFSA-
Q-2010-01087)

The application was discussed. Further discussion is needed.
5.5 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)

The application was not discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion and clarifications from the
applicant are needed.

5.7 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed.

5.8 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21
Maize) (EFSA-Q-2011-00894)

The application was not discussed. Further discussion is needed.

5.9 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-
Q-2011-00954)

The application was discussed. Further discussion is needed.

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy. pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
8 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00444
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-00880
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http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00894
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf

5.10 EFSA-GMO-NL-2014-121 (MON 87751 Soybean) (EESA-Q-2014-
00719)

The application was discussed. Further discussion is needed.

5.11 Carnation line SHD-27531-4 (EFSA-Q-2015-00126)
The notification was not discussed. Further discussion is needed.
5.12 Carnation line FLO-40685-2 (EFSA-Q-2015-00122)

The notification was not discussed. Further discussion is needed.

6. Any Other Business

7. Next meeting
8-9 September 2015, Parma


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00719
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00719
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00126
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00122

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 8 June 2015
(Agreed on 10 June 2015)
Participants
e Working Group Members:

- Annette Poeting

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

* As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion
4.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2011-96 (GHB119 Cotton) (EFSA-Q-2011-00311)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EESA-
Q-2011-00954)

The application was discussed. Further discussion is needed.



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=645649&folderID=645655
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00311
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 5 June 2015
(Agreed on 9 June 2015)
Participants
e Working Group Members:

- Andrew Chesson and Hanspeter Naegeli

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

Apologies were received from Jirgen Gropp.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

* As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy. pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2011-99 (Btll x 59122 x MIR604 x 1507 x GA21
Maize) (EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.
4.3 Carnation line SHD-27531-4 (EFSA-Q-2015-00126)
The notification was discussed. Further discussion is needed.
4.4 Carnation line FLO-40685-2 (EFSA-Q-2015-00122)

The notification was discussed. Further discussion is needed.



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00894
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00126
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00122

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the Working Group on
Food and Feed Safety

Held on 26 May 2015, Parma (Italy)
(Agreed on 26 May 2015)
Participants
e Working Group Members:

- Andrew Chesson and Jurgen Gropp

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

4. Scientific topics for discussion

4.1 EFSA-GMO-DE-2009-66 (Btl1l x MIR162 x MIR604 x GA21 Maize)
(EESA-0-2009-00444)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)

The application and additional information received on 13 May 2015 were
discussed. Further discussion is needed.

4.4 EFSA-GMO-DE-2010-86 (Bt11l x MIR162 x 1507 x GA21 Maize) (EFSA-
Q-2010-01087)

The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-
Q-2012-00442)

The application was discussed. Further discussion is needed.
4.6 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EESA-Q-2012-00617)

The application and additional information received on 16 April 2015 were
discussed. Further discussion is needed.

4.7 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00444
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-00880
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00617
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 22 May 2015
(Agreed on 21 June 2015)
Participants
e Working Group Members:

- Jean-Michel Wal and Martinus Lovik

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.
4.2 Carnation line SHD-27531-4 (EFSA-Q-2015-00126)
The notification was discussed. Further discussion is needed.
4.3 Carnation line FLO-40685-2 (EFSA-Q-2015-00122)

The notification was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-00880
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00126
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00122

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 19 May 2015
(Agreed on 3 June 2015)
Participants
e Working Group Members:

- Andrew Chesson and Hanspeter Naegeli

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was discussed. No further discussion is needed.



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on comparative assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 19 May 2015
(Agreed on 1 June 2015)
Participants
e Working Group Members:

- Christer Andersson, Thomas Frenzel, Antoine Messean

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Hermann Broll and Franco Neri

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

Apologies were received from Gijs Kleter and Joe Perry.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu
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http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2011-96 (GHB119 Cotton) (EFSA-Q-2011-00311)

The application was discussed. Further discussion and clarification from the
applicant are needed.

4.2 EFSA-GMO-DE-2011-99 (Btll x 59122 x MIR604 x 1507 x GA21
Maize) (EFSA-Q-2011-00894)

The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EESA-
Q-2012-00442)

The application was discussed. Further discussion is needed.
4.4 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.
4.5 Carnation line SHD-27531-4 (EFSA-Q-2015-00126)
The notification was discussed. Further discussion is needed.
4.6 Carnation line FLO-40685-2 (EFSA-Q-2015-00122)

The notification was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=645649&folderID=645655
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00311
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00894
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00126
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00122

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 12 May 2015
(Agreed on 21 May 2015)
Participants
e Working Group Members:

- Jean-Michel Wal and Martinus Lovik

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.2 Mandate on 3272 Maize (EFSA-GMO-UK-2006-34) (EFSA-Q-2015-
00236)

The mandate was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00753
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00236
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00236

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety

WEB/TELE-conference, 7 May 2015
(Agreed on 12 May 2015)
Participants
e Working Group Members:

- Jean-Michel Wal and Martinus Lovik

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Antonio Fernandez Dumont

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu


http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf
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http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.2 Mandate on Maize 3272 (EFSA-GMO-UK-2006-34) (EFSA-Q-2015-
00236)

The mandate was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00753
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00236
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2015-00236

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on allergenicity assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 6 May 2015
(Agreed on 28 July 2015)
Participants
Working Group Members:
- Jean-Michel Wal

Hearing Experts’:

- Jan Paces (Institute of Molecular Genetics of the ASCR, v. v. i., EFSA
contractor OC/EFSA/GM0/2013/01), Daniel Soeria-Atmadja (REVEAL),
Josep Casacuberta (Molecular Characterisation Working Group of the EFSA
GMO Panel)

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Zoltan Divéki, Antonio Fernandez Dumont, Ana Gomes

Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participant.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled

! As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority e Via Carlo Magno 1A e 43126 Parma e ITALY
Tel. +39 0521 036 111  Fax +39 0521 036 110 « www.efsa.europa.eu



in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Hearing Experts

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes* and the Decision of the Executive Director on Declarations of Interest®>, EFSA
invited Jan Paces, Daniel Soeria-Atmadja and Josep Casacuberta to submit an ADol.
Their participation was limited to providing testimony, without the possibility to take on
any role undertaken by members of the Panel, in accordance with the applicable legal
framework®.

5. Any other business

Issues relevant to the bioinformatic analyses for similarities of the newly expressed
proteins and ORFs to known allergens were discussed.

* http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
® Decision of the Executive Director on Declarations of Interest:
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf




Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 75" meeting of the Working Group on Food and Feed Safety
Held on 29-30 April 2015, Parma (Italy)
(Agreed on 3 June 2015)
Participants
¢ Working Group Members:

- Christer Andersson, Andrew Chesson, Jurgen Gropp, Gijs Kleter, Harry
Kuiper, Martinus Lgvik, Hanspeter Naegeli (Chair), Hildegard Przyrembel,
Annette P6ting and Jean-Michel Wal

Hearing Experts’:

- Andrew Hart?

European Commission and/or Member States representatives:
- Maria Mirazchiyska (DG SANTE) has participated via TELE/WEB-conference

EFSA:

-  GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Viola Ghio, Anna Lanzoni, Yi Liu, Franco Neri and Claudia Paoletti

Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.

Apologies were received from Peter Aggett and Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 Participated on 30 April from 10.00 to 12.00

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

European Food Safety Authority = Via Carlo Magno 1A « 43126 Parma « ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu
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in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 74" Working Group meeting held on 19-20
March 2015, Parma. The minutes of the 74™ Working Group meeting were agreed
by written procedure on 8 April 2015.°

5. Scientific topics for discussion

5.1 EFSA-GMO-DE-2009-66 (Btll x MIR162 x MIR604 x GA21 Maize)
(EFSA-Q-2009-00444)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2010-86 (Bt1l x MIR162 x 1507 x GA21 Maize) (EFSA-
Q-2010-01087)

The application was discussed. Further discussion is needed.
5.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.
5.5 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)

The application was discussed. Further discussion and clarification from the
applicant are needed.

5.6 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-
Q-2012-00442)

The application was discussed. Further discussion is needed.
5.7 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-0-2012-00692)

The application was discussed. Further discussion and clarification from the
applicant are needed.

6. Any Other Business

7. Next meeting
9-10 June 2015, Parma

5 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00444
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00848
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692
http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the Working Group on
Food and Feed Safety

Held on 28 April 2015, Parma (Italy)
(Agreed on 28 April 2015)
Participants
e Working Group Members:
- Andrew Chesson and Jurgen Gropp

- Hildegard Przyrembel has participated via TELE/WEB-conference

Hearing Experts’:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The application was discussed. Further discussion and clarification from the
applicant are needed.

4.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-0-2010-01326)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize)
(EFSA-Q-2011-00116)

The application was not discussed, due to lack of time.
4.5 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application was not discussed, due to lack of time.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00116
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00617

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on comparative assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 24 April 2015
(Agreed on 4 May 2015)
Participants
¢ Working Group Members:

- Christer Andersson, Thomas Frenzel, Gijs Kleter, Antoine Messean and Joe
Perry

Hearing Experts’:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Hermann Broll and Franco Neri

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2010-86 (Bt11l x MIR162 x 1507 x GA21 Maize) (EFSA-
Q-2010-01087)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2011-96 (GHB119 Cotton) (EFSA-Q-2011-00311)

The application was discussed. Further discussion is needed.

4.6 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

4.7 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-0-2013-00219)

The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=645649&folderID=645655
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00311
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00219

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on nutritional assessment of the Working Group on
Food and Feed Safety

Held on 14 April 2015, Parma (Italy)
(Agreed on 14 April 2015)
Participants
e Working Group Members:
- Jargen Gropp

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:
- GMO Unit: Yi Liu

Others:

- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-
175)

The application was not discussed, due to lack of time.
4.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was not discussed, due to lack of time.

4.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on comparative assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 9 April 2015
(Agreed on 16 April 2015)
Participants
e Working Group Members:

- Christer Andersson, Thomas Frenzel, Gijs Kleter, Antoine Messean and Joe
Perry

Hearing Experts’:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Hermann Broll and Franco Neri

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-96 (GHB119 Cotton) (EFSA-Q-2011-00311)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)

The application was not discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00310
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=645649&folderID=645655
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00311
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00848

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on toxicological assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 23 March 2015
(Agreed on 25 March 2015)
Participants
e Working Group Members:

- Annette Poting

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Michele Ardizzone and Anna Lanzoni

Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participant.

Apologies were received from Andrew Chesson.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

1 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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4. Scientific topics for discussion

4.1 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)

The application was not discussed. Further discussion is needed.



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00848

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 74" meeting of the Working Group on Food and Feed Safety
Held on 18-19 March 2015, Parma (Italy)
(Agreed on 8 April 2015)
Participants
¢ Working Group Members:

- Peter Aggett, Christer Andersson, Andrew Chesson, Thomas Frenzel®,
Jurgen Gropp, Harry Kuiper, Martinus Lgvik, Hanspeter Naegeli (Chair) and
Jean-Michel Wal

- Gijs Kleter and Annette P6ting have participated via TELE/WEB-conference

Hearing Experts?:

- Andrew Hart®

European Commission and/or Member States representatives:
- Kaja Kantorska (DG SANTE) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Viola Ghio, Anna Lanzoni, Yi Liu, Franco Neri and Claudia Paoletti

Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.

Apologies were received from Hildegard Przyrembel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest®, EFSA

! pParticipated on 18 March only

2 As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

3 Participated on 18 March only

European Food Safety Authority = Via Carlo Magno 1A = 43126 Parma = ITALY
Tel. +39 0521 036 111 = Fax +39 0521 036 110 = www.efsa.europa.eu
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screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 73" Working Group meeting held on 4-5
February 2015, Parma. The minutes of the 73™ Working Group meeting were
agreed by written procedure on 16 March 2015.°

5. Scientific topics for discussion

5.1 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-DE-2010-86 (Btl11l x MIR162 x 1507 x GA21 Maize) (EESA-
Q-2010-01087)

The application was discussed. Further discussion is needed.
5.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion is needed.

5.5 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-0-2011-00848)
The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

5.7 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-
Q-2012-00442)

The application was discussed. Further discussion is needed.

6. Any Other Business
6.1 Not Applicable

7. Next meeting
29-30 April 2015, Parma

4 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy. pdf
5 http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
8 http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf



http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00848
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00310
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on comparative assessment of the
Working Group on Food and Feed Safety
Held on 17 March 2015, Parma (Italy)
(Agreed on 9 April 2015)
Participants
e Working Group Members:
- Christer Andersson and Thomas Frenzel

- Gijs Kleter and Joe Perry have participated via TELE/WEB-conference

e Hearing Experts’:

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

o EFSA:

- GMO Unit: Hermann Broll and Franco Neri

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

Apologies were received from Antoine Messean.

2. Adoption of agenda
The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

44 EFSA-GMO-NL-2011-96 (GHB119 Cotton) (EFSA-Q-2011-00311)
The application was not discussed. Further discussion is needed.

45 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was not discussed. Further discussion is needed.

46 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety
Held on 17 March 2015, Parma (Italy)
(Agreed on 17 March 2015)
Participants
e Working Group Members:
- Peter Aggett, Andrew Chesson and Hildegard Przyrembel

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The application was discussed. Further discussion and clarification from the applicant
are needed.

42 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The application was discussed. Further discussion is needed.

43 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 16 March 2015
(Agreed on 6 May 2015)
Participants
e Working Group Members:
- Jean-Michel Wal and Martinus Lovik

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Antonio Fernandez Dumont

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 12 March 2015
(Agreed on 27 March 2015)
Participants
e Working Group Members:

- Hanspeter Naegeli

e Hearing Experts':
- Andrew Hart

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 11 March 2015
(Agreed on 11 March 2015)
Participants
e Working Group Members:
- Juargen Gropp

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)

The application was discussed. Further discussion and clarification from the applicant
are needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms

Minutes of the sub meeting on comparative assessment of the Working Group
on Food and Feed Safety

WEB/TELE-conference, 25 February 2015
(Agreed on 17 March 2015)
Participants
¢ Working Group Members:

- Christer Andersson, Gijs Kleter and Antoine Messean

Hearing Experts®:

- Not Applicable

European Commission and/or Member States representatives:

- Not Applicable

EFSA:

- GMO Unit: Hermann Broll and Franco Neri

Others:

- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

Apologies were received from Joe Perry and Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes” and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled
in by the working group members invited for the present meeting. No Conflicts of
Interest related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of Interest at the beginning of this meeting.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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4. Scientific topic(s) for discussion

4.1 EFSA-GMO-UK-2008-58 (MON 1445 x MON 15985 Cotton) (EFSA-Q-
2008-386)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-0Q-2010-01326)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-
00052)

The application was discussed. Further discussion and clarification from the
applicant are needed.

4.5 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-
Q-2011-00954)
The application was not discussed. Further discussion is needed.

4.6 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EESA-Q-2012-00692)
The application was not discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 20 February 2015
(Agreed on 24 February 2015)
Participants
e Working Group Members:

- Hanspeter Naegeli

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Anna Lanzoni

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 19 February 2015
(Agreed on 19 February 2015)
Participants
e Working Group Members:

- Hanspeter Naegeli

e Hearing Experts':
- Andrew Hart

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 18 February 2015
(Agreed on 4 March 2015)
Participants
e Working Group Members:
- Annette Péting

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Anna Lanzoni

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application was discussed. Further discussion and clarification from the applicant
are needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on comparative assessment of the
Working Group on Food and Feed Safety
WEB/TELE-conference, 10 February 2015
(Agreed on 16 February 2015)
Participants
e Working Group Members:
- Christer Andersson, Gijs Kleter and Antoine Messean

e Hearing Experts':
- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:

-  GMO Unit: Hermann Broll and Franco Neri

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.
Apologies were received from Thomas Frenzel and Joe Perry.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.

Page 1 of 2

European Food Safety Authority — Via Carlo Magno 1/a, 43126 Parma, ITALY
Tel: (+39) 0521 036 111 « Fax: (+39) 0521 036 110 » www.efsa.europa.eu



http://www.efsa.europa.eu/
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)
The application was discussed. Further discussion is needed.

44 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was not discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

4.7 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00890
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-00880
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00116
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00116
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 73rd meeting of the Working Group on Food and Feed Safety
Held on 4-5 February 2015, Parma (Italy)
(Agreed on 16 March 2015)
Participants
e Working Group Members:

- Peter Aggett, Christer Andersson, Andrew Chesson, Jirgen Gropp, Gijs
Kleter, Harry Kuiper, Martinus Lavik, Hanspeter Naegeli (Chair), Annette
Pdéting and Jean-Michel Wal

- Thomas Frenzel' and Hildegard Przyrembel* have participated via
TELE/WEB-conference

e Hearing Experts*:

- None

¢ European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANTE) have participated via
TELE/WEB-conference

o EFSA:

-  GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Viola Ghio, Anna Lanzoni, Yi Liu, Franco Neri and Claudia Paoletti

e Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.
Apologies were received from Andrew Hart.

! Participated on 4 February only

2 Participated on 5 February only

® As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes* and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 72" Working Group meeting held on 22 January
2015, Parma. The minutes of the 72" Working Group meeting were agreed by written
procedure on 4 February 2015.°

* hitp://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
® http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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5. Scientific topic(s) for discussion

51 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

5.4 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The application was discussed. Further discussion is needed.

5.5 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The application was discussed. Further discussion and clarification from the applicant
are needed.

5.6 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was discussed. Further discussion is needed.

6. Any Other Business
6.1 Not Applicable

7. Next meeting(s)
18-19 March 2015, Parma
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on toxicological and nutritional assessment of the
Working Group on Food and Feed Safety
Held on 3 February 2015, Parma (ltaly)
(Agreed on 02 March 2015)
Participants

e Working Group Members:

- Andrew Chesson

- Annette Poeting has participated via TELE/WEB-conference

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Michele Ardizzone, Anna Lanzoni and Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on toxicological assessment of the
Working Group on Food and Feed Safety
WEBI/TELE-conference, 27 January 2015
(Agreed on 2 February 2015)
Participants
e Working Group Members:

- Annette P6ting and Hanspeter Naegeli

e Hearing Experts':
- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
GMO Unit: Michele Ardizzone and Anna Lanzoni
¢ Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion and clarification from the applicant
are needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety
WEBI/TELE-conference, 27 January 2015
(Agreed on 27 January 2015)
Participants
e Working Group Members:
- Juargen Gropp

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 72" meeting of the Working Group on Food and Feed Safety
Held on 22 January 2015, Parma (Italy)
(Agreed on 4 February 2015)
Participants
e Working Group Members:

- Andrew Chesson, Jurgen Gropp, Gijs Kleter, Martinus Lgvik, Hanspeter
Naegeli (Chair)

e Hearing Experts':
- Andrew Hart

e European Commission and/or Member States representatives:

- None

e EFSA:

-  GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Anna Lanzoni, Yi Liu, Franco Neri and Claudia Paoletti

e Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.
No apologies were received.

2. Adoption of agenda
The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 71%' Working Group meeting held on 10-11
December, Parma. The minutes of the 71% Working Group meeting were agreed by
written procedure on 28 January 2015.*

5. Scientific topic(s) for discussion

5.1 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was discussed. Further discussion is needed.

5.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

5.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

6. Any Other Business

6.1 Discussion of scientific literature reports.

7. Next meetings(s)
4-5 February 2015, Parma

2 hitp://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
* http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on nutritional assessment of the
Working Group on Food and Feed Safety
Held on 20 January 2015, Parma (ltaly)
(Agreed on 20 January 2015)
Participants
e Working Group Members:

- Andrew Chesson

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

42 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was discussed. Further discussion is needed.

4.3 Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)
The draft was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety
WEBI/TELE-conference, 13 January 2014
(Agreed on 29 January 2015
Participants
e Working Group Members:
- Martinus Lovik and Jean-Michel Wal

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Antonio Fernandez Dumont

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting on allergenicity assessment of the
Working Group on Food and Feed Safety
WEBI/TELE-conference, 9 January 2014
(Agreed on 29 January 2015)
Participants
e Working Group Members:
- Martinus Lovik and Jean-Michel Wal

e Hearing Experts':

- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Antonio Fernandez Dumont

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

43 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 17 December 2014
(Agreed on 17 December 2014)
Participants
e Working Group Members:
- Hildegard Przyrembel

e Hearing Experts':

- Not Applicable

¢ European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The data and text on human nutrition were discussed, further discussion is needed.

4.2 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)
The application was not discussed, due to lack of time.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)
The text on human nutrition was finalized.

44  Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)
Revision was discussed, further refinement is needed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 15-16 December 2014, Vienna (Austria)
(Agreed on 2 February 2015)
Participants
e Working Group Members:
- Christer Andersson and Gijs Kleter

- Joe Perry has participated via TELE/WEB-conference

e Hearing Experts':
- Not Applicable

e European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Hermann Broll

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.
Apologies were received from Antoine Messean and Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed

4.4 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)
The application was discussed. Further discussion is needed.

4.6 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

47 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 15 December 2014
(Agreed on 15 December 2014 )
Participants
e Working Group Members:
- Hildegard Przyrembel

e Hearing Experts':

- Not Applicable

¢ European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed, due to lack of time.

4.2 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)
The application was not discussed, due to lack of time.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)
Additional information received on 24 October 2014 was discussed, and the
corresponding text was revised.

4.4 Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)
The draft was revised and further discussion is needed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 71° meeting of the Working Group on Food and Feed Safety
Held on 10-11 December 2014, Parma (Italy)
(Agreed on 28 January 2015)
Participants
e Working Group Members:

- Andrew Chesson, Jurgen Gropp, Gijs Kleter, Harry Kuiper, Martinus Lavik,
Hanspeter Naegeli (Chair), Annette P6ting' and Jean-Michel Wall

- Christer Andersson, Thomas Frenzel* and Hildegard Przyrembel have
participated via TELE/WEB-conference

e Hearing Experts®:
- Not Applicable

¢ European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANCO) have participated via
TELE/WEB-conference

e EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Anna Lanzoni, Yi Liu and Claudia Paoletti

e Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.

No apologies were received.

! Participated on 10 December only

* Participated on 10 December only

® As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 70" Working Group meeting held on 12-13
November, Parma. The minutes of the 70" Working Group meeting were agreed by
written procedure on 11 December 2014.°

* hitp://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
® http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf

Page 2 of 3


http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.
5.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.
5.3 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

54 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The application was not discussed. Further discussion is needed.
5.5 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

5.6 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion and clarification from the applicant
are needed.

5.7 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

5.8 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion and clarification from the applicant
are needed.

5.9 Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)

The draft was discussed. Further discussion is needed.

6. Any Other Business
6.1 Not Applicable

7. Next meetings(s)
22 January 2015, Parma
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 9 December 2014
(Agreed on 2 February 2015)
Participants
e Working Group Members:

- Christer Andersson

e Hearing Experts':

- Not Applicable

¢ European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Hermann Broll

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2013-116 (DAS-81419-2 Soybean) (EFSA-Q-2013-00527)
The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 9 December 2014, Parma (ltaly)
(Agreed on 12 December 2014)
Participants
e Working Group Members:
- Jirgen Gropp and Annette Poeting

e Hearing Experts':

- Not Applicable

¢ European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Michele Ardizzone, Anna Lanzoni and Yi Liu

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

45 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)
The application was discussed. Further discussion is needed.

46 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 2 December 2014, Parma (ltaly)
(Agreed on 11 December 2014)
Participants
* Working Group Members:
- Andrew Chessen
- Annette Poeting has participated via TELE/WEB-conference

e Hearing Experts':

- Not Applicable

* European Commission and/or Member States representatives:

- Not Applicable

= EFSA:
- GMO Unit: Michele Ardizzone, Anna Lanzoni and Yi Liu

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 1 December 2014
(Agreed on 2 February 2015)
Participants
e Working Group Members:

- Thomas Frenzel

e Hearing Experts':

- Not Applicable

¢ European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Hermann Broll

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.

No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894).
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion and clarification from the
applicant are needed.

44 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 24 November 2014
(Agreed on 2 February 2015)
Participants
e Working Group Members:

- Christer Andersson, Thomas Frenzel, Antoine Messean and Joe Perry

e Hearing Experts':
- Not Applicable

¢ European Commission and/or Member States representatives:

- Not Applicable

e EFSA:
- GMO Unit: Hermann Broll

e Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.
Apologies were received from Gijs Kleter, Joe Perry and Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)
The application was discussed. Further discussion and clarification from the
applicant are needed.

4.5 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)
The application was discussed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 24 November 2014
(Agreed on 10 December 2014)
Participants
* Working Group Members:

- Martinus Lovik and Jean-Michel Wal

s Hearing Experts':

- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Antonio Fernandez Dumont

= Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was not discussed. Further discussion is needed.

4.2 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was not discussed. Further discussion is needed.

4.3 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)
The notifications were discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 19 November 2014
(Agreed on 10 December 2014)
Participants
* Working Group Members:

- Martinus Lovik and Jean-Michel Wal

s Hearing Experts':

- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Antonio Fernandez Dumont

= Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.2 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 18 November 2014, Parma (Italy)
(Agreed on 25 November 2014 )
Participants
* Working Group Members:
- Jirgen Gropp

- Hanspeter Naegeli and Annette Poeting have participated via TELE/WEB-
conference

s Hearing Experts':

- Not Applicable

* European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Michele Ardizzone, Anna Lanzoni and Yi Liu

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed, due to lack of time.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

44 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00116
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00116
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00617
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00753
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 14 November 2014, Parma (Italy)
(Agreed on 25 November 2014 )
Participants
* Working Group Members:
- Christer Andersson, Gijs Kleter and Harry Kuiper

- Thomas Frenzel and Antoine Messean have participated via TELE/WEB-
conference

s Hearing Experts':

- Not Applicable

* European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Hermann Broll and Claudia Paoletti

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.
Apology was received from Joe Perry.

2. Adoption of agenda
The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

44 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The application was discussed. Further discussion is needed.

45 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)
The application was not discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

4.7 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)
The application was discussed. Further discussion is needed.

4.8 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)
The applications were discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 14 November 2014, Parma (Italy)
(Agreed on 14 November 2014)
Participants
* Working Group Members:
- Hildegard Przyrembel

s Hearing Experts':
- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Yi Liu
- DATA Unit: Davide Arcella

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)

The draft was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the 70" meeting of the Working Group on Food and Feed Safety
Held on 12-13 November 2014, Parma (ltaly)
(Agreed on 11 December 2014)
Participants
* Working Group Members:

- Christer Andersson, Andrew Chesson, Jurgen Gropp, Gijs Kleter, Harry
Kuiper, Martinus Lgvik, Hanspeter Naegeli (Chair), Hildegard Przyrembel' and
Jean-Michel Wal

- Thomas Frenzel and Annette P6ting® have participated via TELE/WEB-
conference

» Hearing Experts*:

- Not Applicable

s European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANCO) have participated via
TELE/WEB-conference

« EFSA:

- GMO Unit: Michele Ardizzone, Hermann Broll, Antonio Fernandez Dumont,
Anna Lanzoni, Yi Liu and Claudia Paoletti

= Others:
- Not Applicable

1. Welcome and apologies for absence
The Chair welcomed the participants.
No apologies were received.

! Participated on 13 November only

* Participated on 12 November only

® As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes* and the Decision of the Executive Director on Declarations of Interest®, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Agreement of the minutes of the 69" Working Group meeting held on 24-25
September, Parma. The minutes of the 69" Working Group meeting were agreed by
written procedure on 10 November 2014.°

5. Scientific topic(s) for discussion

5.1 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion and clarification from the applicant
are needed.

5.2 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

5.3 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-
Q-2013-00327 & EFSA-Q-2013-00328)
The notifications were discussed. Further discussion is needed.

5.4  Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)
The draft was discussed. Further discussion is needed.

6. Any Other Business
6.1 Not Applicable

7. Next meetings(s)
10-11 December 2014, Parma

* hitp://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
® http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf
® http://www.efsa.europa.eu/en/gmowgs/documents/gmofoodfeed.pdf
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 11 November 2014
(Agreed on 27 November 2014 )
Participants
* Working Group Members:
- Andrew Chesson
- Annette Poeting has participated via TELE/WEB-conference

e Hearing Experts':

- Not Applicable

* European Commission and/or Member States representatives:

- Not Applicable

= EFSA:
- GMO Unit: Michele Ardizzone, Anna Lanzoni and Yi Liu

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed due to the lack of time. Further discussion is
needed.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 7 November 2014, Parma (ltaly)
(Agreed on 28 November 2014)
Participants
* Working Group Members:
- Jirgen Gropp
- Hanspeter Naegeli has participated via teleconference

e Hearing Experts':

- Not Applicable

* European Commission and/or Member States representatives:

- Not Applicable

= EFSA:
- GMO Unit: Michele Ardizzone, Anna Lanzoni and Yi Liu

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

5. Any Other Business
5.1 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 6 November 2014
(Agreed on 10 December 2014)
Participants
* Working Group Members:

- Martinus Lovik and Jean-Michel Wal

s Hearing Experts':

- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Antonio Fernandez Dumont

= Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 4 November 2014
(Agreed on 10 December 2014)
Participants
* Working Group Members:

- Martinus Lovik and Jean-Michel Wal

s Hearing Experts':

- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Antonio Fernandez Dumont

= Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participants.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
% http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00617
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00692
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules2014.pdf

Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 31 October 2014
(Agreed on 07 November 2014 )
Participants
* Working Group Members:

- Christer Andersson, Gijs Kleter and Joe Perry

s Hearing Experts':
- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

« EFSA:
- GMO Unit: Hermann Broll

= Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staff welcomed the participant.
Apologies were received from Thomas Frenzel and Antoine Messean.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

44 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)
The application was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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Genetically Modified Organisms Unit (GMO UNIT)

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 17 October 2014, Parma (Italy)
(Agreed on 18 November 2014)
Participants
* Working Group Members:
- Hildegard Przyrembel

s Hearing Experts':
- Not Applicable

s European Commission and/or Member States representatives:

- Not Applicable

+ EFSA:
- GMO Unit: Yi Liu
- DATA Unit: Davide Arcella

s Others:
- Not Applicable

1. Welcome and apologies for absence
The EFSA staffs welcomed the participant.

No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

' As defined in Article 17 of the Decision of the Executive Director on the selection of external experts:
http://www.efsa.europa.eu/en/keydocs/docs/expertselection.pdf.
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3. Declarations of Interest of Working Groups members

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director on Declarations of Interest’, EFSA
screened the Annual Declaration of Interest and the Specific Declaration of Interest filled in
by the working group members invited for the present meeting. No Conflicts of Interest
related to the issues discussed in this meeting have been identified during the screening
process or at the Oral Declaration of Interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 Explanatory note to the Guidance for risk assessment of food and feed
from GM plants on the use of the Comprehensive Database for dietary
exposure assessment in industry dossiers of GM foods (EFSA-Q-2014-00674)

The draft was discussed. Further discussion is needed.

5. Any Other Business
51 Not Applicable
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Wageningen, 6-7 October 2014
(Agreed on 31 October 2014)

Participants

Working Group Experts:
- Christer Andersson, Thomas Frenzel, Gijs Kleter and Antoine Messean
- Joe Perry has participated via TELE/WEB-conference

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- nhone

EFSA:
- GMO Unit: Hermann Broll and Claudia Paoletti

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.
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4. Scientific topic(s) for discussion

41 EFSA-GMO-UK-2007-42 (MON 88913 x MON 15985 Cotton) (EFSA-Q-
2007-086)

The application was discussed. Further discussion and clarification from the applicant
are needed.

4.2 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion and clarification from the applicant
are needed.

4.3 EFSA-GMO-UK-2008-58 (MON 1445 x MON 15985 Cotton) (EFSA-Q-2008-
386)

The application was discussed. Further discussion and clarification from the applicant
are needed.

4.4 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion and clarification from the applicant
are needed.

4.6 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)
The application was discussed. Further discussion and clarification from the applicant
are needed.

4.7 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)
The application was discussed. Further discussion and clarification from the applicant
are needed.

4.8 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.9 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

410 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)
The application was discussed. Further discussion is needed.

411 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EESA-Q-2011-00894)
The application was not discussed. Further discussion is needed.

412 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)
The application was not discussed. Further discussion is needed.

5. AOB
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 1 October 2014
(Agreed on 14 October 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-2010-
01086)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 69" meeting of the Working Group on Food and Feed Safety
Held on 24-25 September 2014, Parma
(Agreed on 10 November 2014)

Participants

Working Group Experts:

- Christer Andersson, Andrew Chesson, Jirgen Gropp, Gijs Kleter, Harry
Kuiper, Martinus Lovik, Hanspeter Naegeli (Chair), Annette Péting, Hildegard
Przyrembel and Jean-Michel Wal

Hearing Experts:

- none

European Commission and/or Member States representatives:

- Kaja Kantorska and Maria Mirazchiyska (DG SANCO) have participated via
TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu
and Claudia Paoletti

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Peter Aggett and Thomas Frenzel.

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 68" Working Group meeting held on 16-17 July
2014, Parma. The minutes were agreed by written procedure on 25 July 2014 and published
on the EFSA website on 28 July 2014.

5. Scientific topic(s) for discussion
51 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The Working Group discussed the application. Further discussion is needed.

5.2 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The Working Group could not discuss the application. Further discussion is needed.

5.3 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group discussed the application. Further discussion is needed.
5.4 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The Working Group discussed the application. Further discussion is needed.

5.5 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
5.6 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The Working Group discussed the application. Further discussion is needed.

5.7 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group could not discuss the application. Further discussion is needed.

5.8 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group could not discuss the application. Further discussion is needed.
5.9 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The Working Group discussed the application. Further discussion is needed.

510 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The Working Group discussed the application. Further discussion is needed.

5.11 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The Working Group discussed the application. Further discussion is needed.

5.12 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)

The Working Group discussed the application. Further discussion is needed.
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6. Any Other Business

7. Next meeting(s)
12-13 November 2014, Parma

Page 3 of 3



GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 23 September 2014, Parma
(Agreed on 30 September 2014)

Participants

Working Group Experts:

- Christer Andersson and Gijs Kleter

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
Apology was received from Thomas Frenzel.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was not discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.

44 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion is needed.
4.5 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)

The application was discussed. Further discussion is needed.

5. AOB
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 17 September 2014
(Agreed on 23 September 2014)

Participants

Working Group Experts:

- Christer Andersson and Thomas Frenzel

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
Apology was received from Gijs Kleter.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 EFSA-GMO-UK-2007-42 (MON 88913 x MON 15985 Cotton) (EFSA-Q-
2007-086)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.

44 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The application was discussed. Further discussion is needed.
4.5 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2013-115 (DAS-68416-4 x MON-89788-1 Soybean) (EFSA-
Q-2013-00281)

The application was discussed. Further discussion is needed.

5. AOB

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01087
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00894
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00617
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00281
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00281
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 8 September 2014
(Agreed on 23 September 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was not discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 28 August 2014, Parma
(Agreed on 12 September 2014)

Participants

Working Group Experts:
- Christer Andersson and Antoine Messean

- Thomas Frenzel and Gijs Kleter have participated via TELE/WEB-conference

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- nhone

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
Apology was received from Joe Perry.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The application was discussed. Further discussion is needed.

42 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was not discussed. Further discussion is needed.
4.4 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was not discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion is needed.

4.7 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was not discussed. Further discussion is needed.

4.8 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was not discussed. Further discussion is needed.

5. AOB
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 31 July 2014
(Agreed on 28 August 2014)

Participants

Working Group Experts:

- Christer Andersson, Thomas Frenzel and Gijs Kleter

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-2012-
00442)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 68" meeting of the Working Group on Food and Feed Safety
Held on 16-17 July 2014, Parma
(Agreed on 25 July 2014)

Participants

Working Group Experts:

- Peter Aggett, Christer Andersson, Andrew Chesson, Jirgen Gropp, Gijs
Kleter, Martinus Lovik, Hanspeter Naegeli (Chair), Annette Péting, Hildegard
Przyrembel and Jean-Michel Wal

Hearing Experts:

- none

European Commission and/or Member States representatives:

- Kaja Kantorska' and Maria Mirazchiyska®’ (DG SANCO) have participated via
TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu
and Claudia Paoletti

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Thomas Frenzel and Harry Kuiper.

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director implementing this Policy regarding

! Attended on 16 July 2014
? Attended on 17 July 2014
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Declarations of Interests’, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 67" Working Group meeting held on 11-12 June
2014, Parma. The minutes were agreed by written procedure on 15 July 2014 and published
on the EFSA website on 15 July 2014.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

5.3 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.4 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The Working Group discussed the application. Further discussion is needed.
5.5 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion is needed.

56 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.7 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.8 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)

The Working Group discussed the application. Further discussion and clarification
from the applicant is needed.

5.9 Mandate for the assessment of the scientific elements supporting the
French request for a prohibition of the placing on the market of GM maize MON
810 for cultivation purposes in the EU (EFSA-Q-2014-00203)

The Working Group discussed the mandate. Further discussion is needed.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
* http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Page 2 of 3


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00444
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00444
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01086
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-01326
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00310
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00954
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00753
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00327
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00327
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00328
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2014-00203
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

6. Any Other Business

7. Next meeting(s)
24-25 September 2014, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 15 July 2014, Parma
(Agreed on 15 July 2014)

Participants

Working Group Experts:

- Andrew Chesson

Hearing Experts:

- nhone

« European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application could not be discussed. Further discussion is needed.

42  EFSA-GMO-UK-2008-58 (MON 1445 x MON 15985 Cotton) (EFSA-Q-2008-
386)

The application could not be discussed. Further discussion is needed.

43 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application could not be discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application could not be discussed. Further discussion is needed.

4.5 EFSA-GMO-UK-2010-83 (MIR604 Maize) (EFSA-Q-2010-01084)

The application could not be discussed. Further discussion is needed.

4.6 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EESA-Q-
2010-01087)

The application was discussed. Further discussion is needed.

4.7 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was discussed. Further discussion is needed.

4.8 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.
4.9 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)

The application could not be discussed. Further discussion is needed.

5. AOB
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 14 July 2014
(Agreed on 24 July 2014)

Participants

Working Group Experts:

- Hanspeter Naegeli and Annette P6ting

Hearing Experts:

- none

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Anna Lanzoni

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.4 Mandate for the assessment of the scientific elements supporting the
French request for a prohibition of the placing on the market of GM
maize MON 810 for cultivation purposes in the EU (EFSA-Q-2014-00203)
The mandate was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 11 July 2014
(Agreed on 21 July 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed. Further discussion is needed.
4.2 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The application was discussed. Further discussion is needed.

4.3 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 11 July 2014
(Agreed on 11 July 2014)

Participants

Working Group Experts:

- Thomas Frenzel

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00310
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00894
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00617
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 7 July 2014
(Agreed on 15 July 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.2 GM carnation line IFD-26407-2 & GM carnation line IFD-25958-3 (EFSA-Q-
2013-00327 & EFSA-Q-2013-00328)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The application was not discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 7 July 2014, Parma
(Agreed on 11 July 2014)

Participants

Working Group Experts:
- Gijs Kleter

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was not discussed due to lack of time. Further discussion is needed.

4.4 EFSA-GMO-NL-2013-119 (MON 88302 x Ms8 x Rf3 Oilseed rape) (EFSA-
Q-2013-01002)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
1 July 2014, Parma
(Agreed on 17 July 2014)

Participants

Working Group Experts:
- Jurgen Gropp

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application could not be discussed. Further discussion is needed

4.2 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

45 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 30 June 2014
(Agreed on 30 June 2014)

Participants

Working Group Experts:
- Peter Aggett and Hildegard Przyrembel

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
24-27 June 2014, Parma
(Agreed on 18 July 2014)

Participants

Working Group Experts:
- Andrew Chesson' and Jiirgen Gropp’

- Hanspeter Naegeli* and Annette Poting* have participated via TELE/WEB-
conference

Hearing Experts:

- none

s European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Anna Lanzoni and Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

! Attended on 24-25 June 2014
% Attended on 25-27 June 2014
3 Attended on 24-25 June 2014
* Attended on 24-26 June 2014
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3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41

4.2

4.3

4.4

4.5

4.6

4.7

4.8

4.9

EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)
The application was not discussed. Further discussion is needed.

EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was not discussed. Further discussion is needed.

EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was not discussed. Further discussion is needed.

EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The application was discussed. Further discussion is needed.

EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion and clarification from the
applicant are needed.

EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)
The application was discussed. Further discussion is needed.

Mandate for the assessment of the scientific elements supporting the
French request for a prohibition of the placing on the market of GM
maize MON 810 for cultivation purposes in the EU (EFSA-Q-2014-00203)

The mandate was discussed. Further discussion is needed.

° http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 13 June 2014, Parma
(Agreed on 13 June 2014)

Participants

Working Group Experts:
- Andrew Chesson
- Jurgen Gropp has participated via TELE/WEB-conference

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- nhone

EFSA:
- GMO Unit: Anna Lanzoni and Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)

The application was discussed. Toxicology and nutritional assessment were
finalized.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.
4.4 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application was not discussed, due to lack of time.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 67" meeting of the Working Group on Food and Feed Safety
Held on 11-12 June 2014, Parma
(Agreed on 15 July 2014)

Participants

Working Group Experts:

- Christer Andersson, Andrew Chesson, Jurgen Gropp, Gijs Kleter, Harry
Kuiper, Martinus Lovik, Hanspeter Naegeli (Chair), Annette P6ting and Jean-
Michel Wal

- Thomas Frenzel has participated via TELE/WEB-conference

Hearing Experts:

- none

European Commission and/or Member States representatives:
- Kaja Kantorska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu
and Claudia Paoletti

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Peter Aggett and Hildegard Przyrembel.

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 66™ Working Group meeting held on 29-30 April
2014, Parma. The minutes were agreed by written procedure on 6 June 2014 and published
on the EFSA website on 10 June 2014.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The Working Group discussed the application. Further discussion is needed.
5.2 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The Working Group discussed the application. Further discussion is needed.

5.3 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

5.4 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group could not discuss the application. Further discussion is needed.
5.5 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The Working Group discussed the application. Further discussion is needed.

5.6 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group could not discuss the application. Further discussion is needed.
5.7 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The Working Group discussed the application. Further discussion is needed.

6. Any Other Business

7. Next meeting(s)
16-17 July 2014, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 6 June 2014
(Agreed on 18 June 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-2010-
01087)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 28 May 2014
(Agreed on 28 May 2014)

Participants

Working Group Experts:
- Peter Aggett and Hildegard Przyrembel

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 26 May 2014, Parma
(Agreed on 27 05 2014)

Participants

Working Group Experts:

- Christer Andersson

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41 EFSA-GMO-NL-2010-85 (MON 87769 x MON 89788 Soybean) (EFSA-Q-
2010-01086)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The application was discussed. Further discussion is needed.
4.4 EFSA-GMO-NL-2013-116 (DAS-81419-2 Soybean) (EFSA-Q-2013-00527)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
23 May 2014, Parma
(Agreed on 11 June 2014)

Participants

Working Group Experts:
- Gijs Kleter

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The application was discussed. Further discussion is needed.

43 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
Held on 23 May 2014, Parma
(Agreed on 16 June 2014)

Participants

Working Group Experts:
- Gijs Kleter

- Christer Andersson and Thomas Frenzel have participated via TELE/WEB-
conference

Hearing Experts:

- none

s European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
Apologies were received from Antoine Messean and Joe Perry.

2. Adoption of agenda

The agenda was adopted without changes.
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3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)

The application was discussed. Further discussion and clarification from the applicant
are needed.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)

The application was discussed. Further discussion and clarification from the applicant
are needed.

4.4 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.
4.5 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)

The application was discussed. Further discussion and clarification from the applicant
are needed.

4.6 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was discussed. Further discussion is needed.
4.7 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.8 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed.
49 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)

The application discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
20 May 2014, Parma
(Agreed on 20 May 2014)

Participants

Working Group Experts:

- Andrew Chesson and Jirgen Gropp.

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41

4.2

4.3

4.4

4.5

4.6

4.7

4.8

EFSA-GMO-UK-2005-17 (1507 x NK603 Maize) (EFSA-Q-2005-175)
The application was discussed. Further discussion is needed.

EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)
The application was discussed. Further discussion is needed.

EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.
EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.
EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The application was not discussed. Further discussion is needed.
EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.
EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.

MON 810 PMEM (EFSA-Q-2014-00179)

The mandate was discussed, text was drafted. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 66™ meeting of the Working Group on Food and Feed Safety
Held on 29-30 April 2014, Parma
(Agreed on 6 June 2014)

Participants

Working Group Experts:

- Christer Andersson, Andrew Chesson, Jurgen Gropp, Gijs Kleter (Chair),
Harry Kuiper, Martinus Lovik, Hanspeter Naegeli and Jean-Michel Wal

- Annette Pdting has participated via TELE/WEB-conference

Hearing Experts:

- none

European Commission and/or Member States representatives:

- Kaja Kantorska (DG SANCO) and Maria Mirazchiyska (DG SANCO) have
participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu,
Claudia Paoletti and Malene Ydesen

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Peter Aggett, Thomas Frenzel and Hildegard Przyrembel.

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 65" Working Group meeting held on 19-20 March
2014, Parma. The minutes were agreed by written procedure on 25 April 2014 and
published on the EFSA website on 2 May 2014.

5. Scientific topic(s) for discussion

5.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.
5.2 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

53 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.4 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion is needed.

5.5 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The Working Group discussed the application. Further discussion is needed.

5.6 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.7  GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)
The Working Group discussed the notification. Further discussion is needed.
5.8 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group discussed the notification. Further discussion is needed.

6. Any Other Business

The Working Group was updated on the progress of the Internal Task Force on the
90-day rodent feeding study.

7. Next meeting(s)
11-12 June 2014, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 25 April 2014
(Agreed on 16 May 2014)

Participants

Working Group Experts:

- Christer Andersson, Thomas Frenzel and Gijs Kleter

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was modified by adding the topic AOB and afterwards adopted.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The application was discussed. Further discussion is needed.

42 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was not discussed. Further discussion is needed.

4.4 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The application was discussed. Further discussion and clarification from the applicant
are needed.

4.5 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was not discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was not discussed. Further discussion is needed.

4.7 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was not discussed. Further discussion is needed.
4.8 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was not discussed. Further discussion is needed.

4.9 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was not discussed. Further discussion is needed.

410 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The application was discussed. Further discussion and clarification from the applicant
are needed.

411 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The application was discussed. Further discussion is needed.
412 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was discussed. Further discussion and clarification from the applicant
are needed.

413 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The application was discussed. Further discussion is needed.
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414 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)
The application was discussed. Further discussion and clarification from the applicant
are needed.

5. AOB

Information was given on withdrawal of applications and the reduction of scope of
applications.

Page 3 of 3


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00219

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 24 April 2014
(Agreed on 30 April 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 65" meeting of the Working Group on Food and Feed Safety
Held on 19-20 March 2014, Parma
(Agreed on 25 April 2014)

Participants

Working Group Experts:

- Peter Aggett, Christer Andersson, Andrew Chesson, Thomas Frenzel, Jurgen
Gropp, Gijs Kleter (Chair), Harry Kuiper, Martinus Lovik, Hanspeter Naegeli,
Annette Poting' and Jean-Michel Wal

Hearing Experts:

- none

European Commission and/or Member States representatives:
- Kaja Kantorska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu,
Claudia Paoletti and Malene Ydesen

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Michael Festing and Hildegard Przyrembel.

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director implementing this Policy regarding

! Attended on 19 March only
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 64™ Working Group meeting held on 11-13
February 2014, Parma. The minutes were agreed by written procedure on 14 March 2014
and published on the EFSA website on 17 March 2014.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-UK-2005-17 (1507 x NK603 Maize) (EFSA-Q-2005-175)
The Working Group discussed the application. Further discussion is needed.
5.2 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EESA-Q-2007-175)
The Working Group could not discuss the application. Further discussion is needed.
5.3 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The Working Group could not discuss the application. Further discussion is needed.

5.4 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

5.5 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x MON 88913 Cotton)
(EFSA-Q-2009-00491)

The Working Group could not discuss the application. Further discussion is needed.

56 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The Working Group could not discuss the application. Further discussion is needed.
5.7 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-00836)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.8 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)

The Working Group could not discuss the application. Further discussion is needed.
5.9 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)

The Working Group could not discuss the application. Further discussion is needed.
510 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The Working Group could not discuss the application. Further discussion is needed.
5.11 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group could not discuss the application. Further discussion is needed.

5.12 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group could not discuss the application. Further discussion is needed.
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513 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The Working Group discussed the application. Further discussion is needed.

5.14 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The Working Group could not discuss the application. Further discussion is needed.

5.15 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The Working Group discussed the application. Further discussion is needed.

516 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The Working Group could not discuss the application. Further discussion is needed.
5.17 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The Working Group could not discuss the application. Further discussion is needed.
5.18 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The Working Group could not discuss the application. Further discussion is needed.
519 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)
The Working Group could not discuss the application. Further discussion is needed.
5.20 EFSA-GMO-NL-2013-116 (DAS-81419-2 Soybean) (EFSA-Q-2013-00527)
The Working Group could not discuss the application. Further discussion is needed.

5.21 EFSA-GMO-BE-2013-117 (MON 87427 x MON 89034 x NK603 Maize)
(EFSA-Q-2013-00765)

The Working Group could not discuss the application. Further discussion is needed.
5.22 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The Working Group discussed the notification. Further discussion is needed.

5.23 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group discussed the notification. Further discussion is needed.

6. Any Other Business

The Working Group was updated on the progress of the Internal Task Force on the
90-day rodent feeding study.

7. Next meeting(s)
29-30 April 2014, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 11 March 2014
(Agreed on 14 March 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed.
4.2 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The notification was discussed. Further discussion is needed.
4.3 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The notification was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 7 March 2014
(Agreed on 13 March 2014)

Participants

Working Group Experts:

- Christer Andersson, Thomas Frenzel and Gijs Kleter

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-00890)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was discussed. Further discussion is needed.

4.5 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The application was discussed. Further discussion is needed.

4.6 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

4.7 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 4 March 2014
(Agreed on 10 March 2014)

Participants

Working Group Experts:
- Jurgen Gropp

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-UK-2005-17 (1507 x NK603 Maize) (EFSA-Q-2005-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-00106)
The application was not discussed.

4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 64™ meeting of the Working Group on Food and Feed Safety
Held on 11-13 February 2014, Parma
(Agreed on 14 March 2014)

Participants

Working Group Experts:

- Peter Aggett', Christer Andersson?, Andrew Chesson, Michael Festing’,
Jirgen Gropp, Gijs Kleter (Chair)*, Harry Kuiper, Martinus Lovik, Hanspeter
Naegeli’, Annette Poting®, Hildegard Przyrembel’ and Jean-Michel Wal®

Hearing Experts:

- none

European Commission and/or Member States representatives:
- Maria Mirazchiyska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu
and Claudia Paoletti.

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apology was received from Thomas Frenzel.

! Attended on 12-13 February
* Attended on 12-13 February
3 Attended on 11-12 February
* Attended on 12-13 February
> Attended on 12-13 February
% Attended on 12-13 February
7 Attended on 12 February (PM) and 13 February (AM)
¥ Attended on 12-13 February
Page 1 of 3

European Food Safety Authority — Via Carlo Magno 1/a, 43126 Parma, ITALY
Tel: (+39) 0521 036 111 « Fax: (+39) 0521 036 110 » www.efsa.europa.eu



http://www.efsa.europa.eu/

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests’®, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest) filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 63 Working Group meeting held on 17-19
December 2013, Parma. The minutes were agreed by written procedure on 4 February
2014 and published on the EFSA website on 6 February 2014.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-UK-2005-17 (1507 x NK603 Maize) (EFSA-Q-2005-175)
The Working Group could not discuss the application. Further discussion is needed.
5.2 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.3 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The Working Group discussed the application. Further discussion is needed.

5.4 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

5.5 EFSA-GMO-NL-2009-68 (281-24-236 x 3006-210-23 x MON 88913 Cotton)
(EFSA-Q-2009-00491)

The Working Group could not discuss the application. Further discussion is needed.

5.6 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The Working Group could not discuss the application. Further discussion is needed.
5.7 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-00836)
The Working Group discussed the application. Further discussion is needed.

58 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-
00106)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.9 EFSA-GMO-NL-2010-89 (DAS-40278-9 Maize) (EFSA-Q-2010-01326)
The Working Group could not discuss the application. Further discussion is needed.
510 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)

The Working Group could not discuss the application. Further discussion is needed.
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511 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group could not discuss the application. Further discussion is needed.
512 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The Working Group could not discuss the application. Further discussion is needed.
5.13 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The Working Group discussed the application. Further discussion is needed.

5.14 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The Working Group could not discuss the application. Further discussion is needed.
515 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The Working Group could not discuss the application. Further discussion is needed.
5.16 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The Working Group could not discuss the application. Further discussion is needed.
5.17 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)
The Working Group could not discuss the application. Further discussion is needed.
5.18 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The Working Group discussed the notification. Further discussion and clarification
from the applicant are needed.

5.19 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group discussed the notification. Further discussion and clarification
from the applicant are needed.

5.20 EC request to complement EFSA’s Scientific Opinion on application
EFSA-GMO-UK-2007-41 (MON 88913 Cotton) (EFSA-Q-2013-00881)

The Working Group discussed the mandate. Further discussion is needed.

6. Any Other Business

The Working Group was updated on the progress of the Internal Task Force on the
90-day rodent feeding study.

7. Next meeting(s)
19-20 March 2014, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
30 January 2014, Parma
(Agreed on 3 February 2014)

Participants

Working Group Experts:

- Christer Andersson

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
41 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.
4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 27 January 2014
(Agreed on 4 February 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-00890)
The application was not discussed. Further discussion is needed.
4.2 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The application was not discussed. Further discussion is needed.

4.3 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-2012-
00442)

The application was discussed. Further discussion is needed.
4.4 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The notification was not discussed. Further discussion is needed.
4.5 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The notification was not discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
16-17 January 2014, Zirich
(Agreed on 29 January 2014)

Participants

Working Group Experts:

- Andrew Chesson, Michael Festing, Hanspeter Naegeli and Annette Pdéting

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Anna Lanzoni and Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
Apologies were received from Jirgen Gropp, Harry Kuiper and Hildegard Przyrembel

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

41

4.2

4.3

4.4

4.5

4.6

4.7

4.8

4.9

410

EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was not discussed. Further discussion is needed.
EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)

The application was not discussed. Further discussion is needed.

EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The application was discussed. Further discussion is needed.

EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The application was not discussed. Further discussion is needed.

EFSA-GMO-NL-2010-77 (GHB614 x Llcotton25 Cotton) (EFSA-Q-2010-
00106)

The application was discussed. Further discussion is needed.

EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-
Q-2011-00116)

The application was discussed. Further discussion is needed.
EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The application was not discussed. Further discussion is needed.
EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The application was discussed. Further discussion is needed.

GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The application was not discussed. Further discussion is needed.

GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The application was not discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the sub meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 10 January 2014
(Agreed on 27 January 2014)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is needed.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2010-77 (GHB614 x Licotton25 Cotton) (EFSA-Q-2010-00106)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-Q-
2011-00116)

The application was discussed. Further discussion is needed.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 63" meeting of the Working Group on Food and Feed Safety
Held on 17-19 December 2013, Parma
(Agreed on 4 February 2014)

Participants

Working Group Experts:

- Peter Aggett', Andrew Chesson, Jiirgen Gropp, Gijs Kleter (Chair), Harry
Kuiper, Martinus Lovik, Hanspeter Naegeli’, Annette Poting® and Jean-Michel
Wal

- Thomas Frenzel’ and Christer Andersson® have participated via TELE/WEB-
conference

Hearing Experts:

- none

European Commission and/or Member States representatives:
- Maria Mirazchiyska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anna Lanzoni, Yi Liu,
Claudia Paoletti and Malene Ydesen.

1. Welcome and apologies for absence

The Chair welcomed the participants.
Apologies were received from Michael Festing and Hildegard Przyrembel.

! Attended on 17-18 December
% Attended on 17-18 December
3 Attended on 17-18 December
* Attended on 17-18 December
3 Attended on 17-18 December
6 Attended on 17-18 December
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2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest) filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 62" Working Group meeting held on 19-22
November 2013, Parma. The minutes were agreed by written procedure on 17 December
2013 and published on the EFSA website on 8 January 2014.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The Working Group discussed the application. Further discussion is needed.
5.2 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)
The Working Group could not discuss the application. Further discussion is needed.

5.3 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

54  EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The Working Group could not discuss the application. Further discussion is needed.

55 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-
00106)

The Working Group discussed the application. Further discussion is needed.
5.6 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.7 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group could not discuss the application. Further discussion is needed.
5.8 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The Working Group discussed the application. Further discussion is needed.

5.9 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
510 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion is needed.

" http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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5.11 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group could not discuss the application. Further discussion is needed.

5.12 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

513 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The Working Group discussed the application. Further discussion is needed.
5.14 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.15 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The Working Group discussed the application. Further discussion is needed.

5.16 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The Working Group could not discuss the application. Further discussion is needed.
5.17 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The Working Group could not discuss the application. Further discussion is needed.
5.18 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)
The Working Group could not discuss the application. Further discussion is needed.
5.19 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The Working Group discussed the notification. Further discussion is needed.

5.20 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group discussed the notification. Further discussion is needed.

6. Any Other Business

The Working Group was updated on the progress of the Internal Task Force on the
90-day rodent feeding study.

7. Next meeting(s)
11-13 February 2014, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 13 December 2013
(Agreed on 20 December 2013)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 Carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The notification and draft opinion were discussed. Further discussion is needed in
the next EFSA GMO Food and Feed Working Group meeting.

4.2 Carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The notification and draft opinion were discussed. Further discussion is needed in
the next EFSA GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-Q-
2011-00116)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
Held on 11 December 2013, Parma
(Agreed on 11 December 2013)

Participants

Working Group Experts:
- Hildegard Przyrembel

Hearing Experts:

- nhone

¢ European Commission:

- nhone

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes' and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Page 1 of 2

European Food Safety Authority — Via Carlo Magno 1/a, 43126 Parma, ITALY
Tel: (+39) 0521 036 200 « Fax: (+39) 0521 036 0200 - www.efsa.europa.eu



http://www.efsa.europa.eu/
http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was discussed. Further discussion is needed during the next EFSA
GMO Food & Feed Working Group meeting.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
Held on 10 December 2013, Parma
(Agreed on 11 December 2013)

Participants

Working Group Experts:

- Christer Andersson

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-47 (305423 x 40-3-2 Soybean) (EFSA-Q-2007-175)
The application was discussed. Further discussion is heeded.
4.2 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The application was discussed. Further discussion is needed.
4.3 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The application was discussed. Further discussion is needed.

4.4 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-2012-
00442)

The application was not discussed. Further discussion is needed.

4.5 GM carnation line IFD-26407-2 from Florigene (EFSA-Q-2013-00327)
The application was discussed. Further discussion is needed.

4.6 GM carnation line IFD-25958-3 from Florigene (EFSA-Q-2013-00328)

The application was discussed. Further discussion is needed.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2007-175
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2010-00880
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00052
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2012-00442
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00327
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2013-00328
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 10 December 2013
(Agreed on 20 December 2013)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 Carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The notification and draft opinion were discussed. Further discussion is needed in
the next EFSA GMO Food and Feed Working Group meeting.

4.4 Carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The notification and draft opinion were discussed. Further discussion is needed in
the next EFSA GMO Food and Feed Working Group meeting.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 62" meeting of the Working Group on Food and Feed Safety
Held on 19-22 November 2013, Parma
(Agreed on 17 December 2013)

Participants

Working Group Experts:

- Peter Aggett', Christer Andersson, Andrew Chesson, Jirgen Gropp, Gijs
Kleter (Chair), Martinus Lovik, Hanspeter Naegeli?, Annette P6ting®, Hildegard
Przyrembel* and Jean-Michel Wal®

- Thomas Frenzel® and Harry Kuiper have participated via TELE/WEB-
conference

Hearing Experts:

- none

European Commission and/or Member States representatives:
- Maria Mirazchiyska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anders Falk, Anna
Lanzoni, Yi Liu, Claudia Paoletti and Malene Ydesen

1. Welcome and apologies for absence

The Chair welcomed the participants.
No apology was received.

! Attended on 20-21 November
% Attended on 19-21 November
3 Attended on 20-22 November
* Attended on 20 November, from 14h00 to 18h00, only
3 Attended on 20-22 November
6 Attended on 19-20 November
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2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest) filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 61° Working Group meeting held on 9-10 October
2013, Parma. The minutes were agreed by written procedure on 21 November 2013 and
published on the EFSA website on 5 December 2013.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-NL-2007-45 (305423 soybean) (EFSA-Q-2007-122)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.2 EFSA-GMO-NL-2009-64 (BPS-CV127-9 Soybean) (EFSA-Q-2009-00360)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.3 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

54 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The Working Group could not discuss the application. Further discussion is needed.

5.5 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EESA-Q-2010-
00106)

The Working Group discussed the application. Further discussion is needed.
5.6 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The Working Group could not discuss the application. Further discussion is needed.

5.7 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group discussed the application. Further discussion is needed.
5.8 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The Working Group could not discuss the application. Further discussion is needed.

5.9 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group could not discuss the application. Further discussion is needed.

" http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
8 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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510 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
The Working Group could not discuss the application. Further discussion is needed.

5.11 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group discussed the application. Further discussion is needed.

512 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group could not discuss the application. Further discussion is needed.
5.13 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The Working Group discussed the application. Further discussion is needed.
5.14 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The Working Group discussed the application. Further discussion is needed.

5.15 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The Working Group could not discuss the application. Further discussion is needed.
5.16 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The Working Group could not discuss the application. Further discussion is needed.
5.17 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The Working Group could not discuss the application. Further discussion is needed.
5.18 EFSA-GMO-DE-2012-111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The Working Group could not discuss the application. Further discussion is needed.

5.19 Request to complement EFSA's scientific opinion on soybean MON
87705 for commercial frying (EFSA-Q-2013-00423)

The Working Group discussed the statement. The statement will proceed to
finalisation.

5.20 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)
The Working Group discussed the notification. Further discussion is needed.
5.21 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group discussed the notification. Further discussion is needed.

6. Any Other Business

7. Next meeting(s)
17-19 December 2013, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 13 November 2013
(Agreed on 22 November 2013)

Participants

Working Group Experts:

- Christer Andersson

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll and Anders Falk

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-Q-
2011-00116)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-2012-
00442)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 11 November 2013
(Agreed on 22 November 2013)

Participants

Working Group Experts:

- Hanspeter Naegeli

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Anna Lanzoni and Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
Apologies were received from Andrew Chesson and Jurgen Gropp.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2009-64 (BPS-CV127-9 Soybean) (EFSA-Q-2009-00360)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 8 November 2013
(Agreed on 14 November 2013)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2009-64 (BPS-CV127-9 Soybean) (EFSA-Q-2009-00360)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2010-77 (GHB614 x Llcotton25 Cotton) (EFSA-Q-2010-00106)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.4 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety

Held on 11 October 2013, Parma
(Agreed on 11 October 2013)

Participants

Working Group Experts:
- Peter Aggett

Hearing Experts:

- nhone

European Commission:

- nhone

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 Mandate on MON 87705 soybean (EFSA-Q-2013-00423)

The response was discussed. Further discussion is needed during the next EFSA
GMO Food & Feed Working Group meeting.
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 61° meeting of the Working Group on Food and Feed Safety

Held on 9-10 October 2013, Parma
(Agreed on 21 November 2013)

Participants

Working Group Experts:

- Peter Aggett', Christer Andersson, Andrew Chesson, Jirgen Gropp, Gijs
Kleter (Chair), Harry Kuiper, Martinus Lovik, Hanspeter Naegeli, Annette
Poéting, Hildegard Przyrembel* and Jean-Michel Wall

Hearing Experts:

- none

European Commission and/or Member States representatives:
- Maria Mirazchiyska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anders Falk, Anna
Lanzoni, Yi Liu, Claudia Paoletti and Malene Ydesen

1. Welcome and apologies for absence
The Chair welcomed the participants.

Apologies were received from Thomas Frenzel.

2. Adoption of agenda
The agenda was adopted without changes.

! Attended on 10 October only
? Attended on 9 October, from 9h00 to 13h30, only
Page 1 of 4

European Food Safety Authority — Via Carlo Magno 1/a, 43126 Parma, ITALY
Tel: (+39) 0521 036 111 « Fax: (+39) 0521 036 110 » www.efsa.europa.eu



http://www.efsa.europa.eu/

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the
Specific Declaration of interest) filled in by the experts invited for the present meeting. No
conflicts of interests related to the issues discussed in this meeting have been identified
during the screening process or at the Oral Declaration of interest at the beginning of this
meeting.

4. Agreement of the minutes of the 60™ Working Group meeting held on 3-4
September 2013, Parma. The minutes were agreed by written procedure on 30 September
2013 and published on the EFSA website 21 October 2013.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-UK-2005-17 (1507 x NK603 maize) (EFSA-Q-2005-175)
The Working Group discussed the application. Further discussion is needed.
5.2 EFSA-GMO-NL-2005-28 (1507 x 59122 Maize) (EFSA-Q-2006-015)
The Working Group could not discuss the application. Further discussion is needed.

5.3 EFSA-GMO-UK-2006-30 (59122 x 1507 x NK603 Maize) (EESA-Q-2006-
017)

The Working Group could not discuss the application. Further discussion is needed.
5.4 EFSA-GMO-NL-2007-45 (305423 soybean) (EFSA-Q-2007-122)

The Working Group discussed the application. Further discussion is needed.

5.5 EFSA-GMO-DE-2008-63 (H7-1 Sugarbeet) (EFSA-Q-2008-782)

The Working Group could not discuss the application.

5.6 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

5.7 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 Rapeseed) (EFSA-Q-2009-
00890)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

58 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-
00106)

The Working Group discussed the application. Further discussion is needed.
5.9 EFSA-GMO-NL-2010-80 (NK603 x T25 Maize) (EFSA-Q-2010-00880)
The Working Group could not discuss the application. Further discussion is needed.

5.10 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group discussed the application. Further discussion is needed.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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5.11 EFSA-GMO-NL-2010-89 (DAS-40278-9 maize) (EFSA-Q-2010-01326)

The Working Group could not discuss the application. Further discussion is needed.
512 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The Working Group could not discuss the application. Further discussion is needed.

5.13 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
5.14 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion is needed.
5.15 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)
The Working Group discussed the application. Further discussion is needed.

5.16 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group could not discuss the application. Further discussion is needed.

517 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-
2011-00954)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.18 EFSA-GMO-BE-2011-101 (MON 88302 Rapeseed) (EFSA-Q-2011-01065)
The Working Group could not discuss the application. Further discussion is needed.
5.19 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The Working Group could not discuss the application. Further discussion is needed.

5.20 EFSA-GMO-NL-2012-108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.21 EFSA-GMO-NL-2012-109 (73496 Oilseed rape) (EFSA-Q-2012-00617)
The Working Group could not discuss the application. Further discussion is needed.
5.22 EFSA-GMO-BE-2012-110 (MON 87427 Maize) (EFSA-Q-2012-00692)

The Working Group could not discuss the application. Further discussion is needed.
5.23 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)

The Working Group could not discuss the application. Further discussion is needed.

5.24 Request to complement EFSA's scientific opinion on soybean MON
87705 for commercial frying (EFSA-Q-2013-00423)

The Working Group discussed the mandate. Further discussion is needed.
5.25 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)
The Working Group discussed the mandate. Further discussion is needed.
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5.26 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group discussed the mandate. Further discussion is needed.

5.27 Explanatory note to the Guidance of the EFSA Scientific Committee for
90-day study on whole food/feed in rodents (EFSA-Q-2013-00718)

The Working Group discussed the explanatory note. Further discussion is needed.

6. Any Other Business

7. Next meeting(s)
19-22 November 2013, Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
Held on 1 October 2013
(Agreed on 8 October 2013)

Participants

Working Group Experts:
- Martinus Loévik
- Jean-Michel Wal has participated via TELE/WEB-conference

Hearing Experts:

- nhone

s European Commission and/or Member States representatives:

- nhone

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
Held on 27-28 September 2013
(Agreed on 4 October 2013)

Participants

Working Group Experts:

- Christer Andersson,Thomas Frenzel and Gijs Kleter

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll

1. Welcome and apologies for absence

The EFSA staff welcomed the participants.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-NL-2009-75 (Ms8 x Rf3 x GT73 oilseed rape) (EEFSA-Q-2009-
00890)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-00106)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.4 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-2010-
01087)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.5 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-Q-
2011-00116)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.6 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.7 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 26 September 2013
(Agreed on 8 October 2013)

Participants

Working Group Experts:
- Martinus Lévik and Jean-Michel Wal

Hearing Experts:

- nhone

European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant.
No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

! http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests?, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion

4.1 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-2010-
01087)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EFSA-Q-2011-
00954)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety

Held on 5 September 2013, Parma
(Agreed on 5 September 2013)’

Participants

Working Group Experts:
- Peter Aggett

Hearing Experts:

- nhone

European Commission:

- nhone

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
5.1 Mandate on MON 87705 soybean (EFSA-Q-2013-00423)

The response was discussed. Further discussion is needed during the next EFSA
GMO Food & Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 60" meeting of the Working Group on Food and Feed Safety

Held on 3-4 September 2013, Parma
(Agreed on 30 September 2013)

Participants

Working Group Experts:

- Peter Aggett, Christer Andersson, Andrew Chesson, Jirgen Gropp, Gijs
Kleter (Chair), Martinus Lovik, Hanspeter Naegeli', Annette Péting and Jean-
Michel Wal

- Thomas Frenzel has participated via TELE/WEB-conference

Hearing Experts:

- nhone

European Commission:
- Maria Mirazchiyska (DG SANCO) has participated via TELE/WEB-conference

EFSA:

-  GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anders Falk, Anna
Lanzoni, Yi Liu, Claudia Paoletti, Malene Ydesen

1. Welcome and apologies for absence
The Chair welcomed the participants.
Apologies were received from Harry Kuiper and Hildegard Przyrembel.

2. Adoption of agenda

The agenda was adopted without changes.

" Attended on 4 September only
Page 1 of 4
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3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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4. Agreement of the minutes of the 59" Working Group meeting held on 9-11 July
2013, Parma. The minutes were agreed by written procedure on 5 August 2013 and
published on the EFSA website on 20 August 2013.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-UK-2005-17 (1507 x NK603 maize) (EFSA-Q-2005-175)
The Working Group discussed the application. Further discussion is needed.

52  EFSA-GMO-UK-2006-30 (59122 x 1507 x NK603 Maize) (EFSA-Q-2006-
017)

The Working Group could not discuss the application. Further discussion is needed.
5.3 EFSA-GMO-NL-2007-45 (305423 soybean) (EFSA-Q-2007-122)
The Working Group discussed the application. Further discussion is needed.

5.4 EFSA-GMO-NL-2007-46 & EFSA-GMO-RX-T25 (T25 maize) (EFSA-Q-2007-
134, EFSA-Q-2007-155)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.5 EFSA-GMO-NL-2009-64 (BPS-CV127-9 soybean) (EFSA-Q-2009-00360)
The Working Group could not discuss the application. Further discussion is needed.

5.6 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group could not discuss the application. Further discussion is needed.
5.7 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-00836)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

58 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-
00106)

The Working Group could not discuss the application. Further discussion is needed.

5.9 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group could not discuss the application. Further discussion is needed.
510 EFSA-GMO-NL-2010-89 (DAS-40278-9 maize) (EFSA-Q-2010-01326)

The Working Group could not discuss the application. Further discussion is needed.
511 EFSA-GMO-NL-2011-91 (DAS-68416-4 soybean) (EFSA-Q-2011-00052)
The Working Group could not discuss the application. Further discussion is needed.

512 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group could not discuss the application. Further discussion is needed.
5.13 EFSA-GMO-NL-2011-93 (MON 87708 Soybean) (EFSA-Q-2011-00122)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.14 EFSA-GMO-DE-2011-95 (5307 maize) (EFSA-Q-2011-00310)
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The Working Group discussed the application. Further discussion is needed.

5.15 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group could not discuss the application. Further discussion is needed.

5.16 EFSA-GMO-NL-2011-100 (MON 87705 x MON 89788 Soybean) (EEFSA-Q-
2011-00954)

The Working Group discussed the application. Further discussion is needed.
517 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The Working Group discussed the application. Further clarification from the applicant
and discussion are needed.

5.18 EFSA-GMO-NL-2013-114 (MON 88701 Cotton) (EFSA-Q-2013-00219)

The Working Group discussed the application. Further clarification from the applicant
and discussion are needed.

5.19 EC mandate on MON 87705 soybean (EFSA-Q-2013-00423)

The Working Group could not discuss the mandate. Further discussion is needed.
5.20 GM carnation line IFD-26407-2 (EFSA-Q-2013-00327)

The Working Group could not discuss the application. Further discussion is needed.
5.21 GM carnation line IFD-25958-3 (EFSA-Q-2013-00328)

The Working Group could not discuss the application. Further discussion is needed.

6. Any Other Business

7. Next meeting(s)
9-10 October 2013, Parma
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 31-7-2013
(Agreed on 9-8-2013)*

Participants

Working Group Experts:
- Martinus Lovik, Jean-Michel Wal

Hearing Experts:

- none

European Commission and/or Member States representatives:

- hone

EFSA:
- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence
The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director implementing this Policy regarding

' The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA/GMO/NL/2007/45 (305423 soybean) (EFSA-Q-2007-122)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean) (EFSA-Q-2009-00360)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

® http:/iwww.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 59" meeting of the Working Group on Food and Feed Safety

Held on 9-11 July 2013, Parma
(Agreed on 09-08-2013)"

Participants

Working Group Experts:

- Peter Aggett, Andrew Chesson, Jurgen Gropp, Gijs Kleter (Chair), Martinus
Lovik, Hanspeter Naegeli, Hildegard Przyrembel (on 10 July) and Jean-Michel
Wal.

- Christer Andersson has participated via teleconference.

e Hearing Experts:

- nhone

e European Commission:
- Maria Mirazchiyska (DG SANCO)

e EFSA:

- GMO Unit: Hermann Broll, Anders Falk, Anna Lanzoni, Yi Liu, Claudia
Paoletti, Malene Ydesen

e Others:

- none

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
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1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Thomas Frenzel and
Annette Poting.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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4. Agreement of the minutes of the 58" Working Group meeting held on 19-20 June
2013, Brussels. The minutes were agreed by written procedure on 10 July 2013 and
published on the EFSA website 25 July 2013.

5. Scientific topic(s) for discussion
5.1 EFSA-GMO-UK-2005-17 (1507 x NK603 maize) (EFSA-Q-2005-175)
The Working Group discussed the application. Further discussion is needed.
5.2 EFSA-GMO-NL-2005-26 (MON 810 x NK603 Maize) (EFSA-Q-2005-279)
The Working Group discussed the application. Further discussion is needed.
5.3 EFSA-GMO-NL-2005-28 (1507 x 59122 Maize) (EFSA-Q-2006-015)
The Working Group could not discuss the application. Further discussion is needed.

5.4 EFSA-GMO-UK-2006-30 (59122 x 1507 x NK603 Maize) (EFSA-Q-2006-
017)

The Working Group could not discuss the application. Further discussion is needed.
5.5 EFSA-GMO-NL-2007-41 (MON 88913 cotton) (EFSA-Q-2007-085)

The Working Group discussed the application which was adopted during the July
Plenary meeting.

5.6 EFSA-GMO-NL-2007-45 (305423 soybean) (EFSA-Q-2007-122)
The Working Group discussed the application. Further discussion is needed.

5.7 EFSA-GMO-NL-2007-46 & EFSA-GMO-RX-T25 (T25 maize) (EFSA-Q-2007-
134, EFSA-Q-2007-155)

The Working Group discussed the application. Further discussion is needed.
5.8 EFSA-GMO-UK-2008-57 (MON 15985 Cotton) (EFSA-Q-2008-385)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.9 EFSA-GMO-NL-2009-64 (BPS-CV127-9 soybean) (EFSA-Q-2009-00360)
The Working Group discussed the application. Further discussion is needed.

5.10 EFSA-GMO-DE-2009-66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-
Q-2009-00444)

The Working Group discussed the application. Further discussion is needed.

511 EFSA-GMO-DE-2009-67 (Bt11 x MIR162 x GA21 Maize) (EFSA-Q-2009-
00414)

The Working Group discussed the application. Further discussion is needed.
512 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-00836)
The Working Group discussed the application. Further discussion is needed.

513 EFSA-GMO-NL-2010-77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-
00106)

The Working Group could not discuss the application. Further discussion is needed.
514 EFSA-GMO-NL-2010-78 (MON 87705 soybean) (EFSA-Q-2013-00423)

The Working Group could not discuss the application. Further discussion is needed.
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5.15 EFSA-GMO-DE-2010-86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EFSA-Q-
2010-01087)

The Working Group discussed the application. Further discussion is needed.

5.16 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
517 EFSA-GMO-NL-2011-93 (MON 87708 Soybean) (EFSA-Q-2011-00122)
The Working Group discussed the application. Further discussion is needed.
5.18 EFSA-GMO-BE-2011-98 (FG72 Soybean) (EFSA-Q-2011-00848)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.19 EFSA-GMO-DE-2011-99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group discussed the application. Further discussion is needed.
5.20 EFSA-GMO-BE-2011-101 (MON 88302 rapeseed) (EFSA-Q-2011-01065)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.21 EFSA-GMO-NL-2012-106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The Working Group discussed the application. Further discussion is needed.

6. Any Other Business
7. Next meeting(s)

3-4 September 2013, Parma
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
on 28-06-2013
(Agreed on 28-06-2013)'

Participants

Working Group Experts:
- Hildegard Przyrembel

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- nhone

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staffs welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-NL-2007-45 (305423 Soybean) (EFSA-Q-2007-122)

The application and additional information were discussed. Further discussion is
needed in the next EFSA GMO Food and Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 58" meeting of the Working Group on Food and Feed Safety

Held on 19-20 June 2013, Brussels
(Agreed on 10 July 2013)’

Participants

Working Group Experts:

- Peter Aggett, Christer Andersson, Andrew Chesson, Thomas Frenzel, Jurgen
Gropp, Gijs Kleter (Chair), Martinus Lovik, Hanspeter Naegeli, Annette Pé6ting
and Jean-Michel Wal

- Hildegard Przyrembel has participated via teleconference on 19 June 2013

s Hearing Experts:

- nhone

s European Commission:
- Maria Mirazchiyska (DG SANCO)

« EFSA:

- GMO Unit: Hermann Broll, Antonio Fernandez Dumont, Anders Falk, Anna
Lanzoni, Yi Liu, Claudia Paoletti

s Others:

- none

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
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1. Welcome and apologies for absence

The Chair welcomed the participants. Apologies were received from Harry Kuiper.
2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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4. Agreement of the minutes of the 57" Working Group meeting held on 15-16 May
2013, Parma. The minutes were agreed by written procedure on 14 June 2013 and
published on the EFSA website 28 June 2013.

5. Scientific topic(s) for discussion
5.1 EFSA/GMO/UK/2005/17 (1507 x NK603 maize) (EFSA-Q-2005-175)
The Working Group discussed the application. Further discussion is needed.
5.2 EFSA/GMO/NL/2005/26 (MON 810 x NK603 Maize) (EFSA-Q-2005-279)
The Working Group discussed the application. Further discussion is needed.
5.3 EFSA/GMO/NL/2005/28 (1507 x 59122 Maize) (EFSA-Q-2006-015)
The Working Group discussed the application. Further discussion is needed.
5.4 EFSA/GMO/NL/2007/41 (MON 88913 cotton) (EFSA-Q-2007-085)
The Working Group discussed the application. Further discussion is needed.
5.5 EFSA/GMO/NL/2007/45 (305423 soybean) (EFSA-Q-2007-122)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.6 EFSA/GMO/NL/2007/46 & EFSA/IGMO/RX/T25 (T25 maize) (EFSA-Q-2007-
134, EFSA-Q-2007-155)

The Working Group discussed the application. Further discussion is needed.

5.7 EFSA/GMO/UK/2008/57 (MON 15985 Cotton) (EFSA-Q-2008-385)

The Working Group discussed the application. Further discussion is needed.

5.8 EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean) (EFSA-Q-2009-00360)
The Working Group discussed the application. Further discussion is needed.

5.9 EFSA/GMO/DE/2009/66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The Working Group discussed the application. Further discussion is needed.

510 EFSA/GMO/DE/2009/67 (Bt11 x MIR162 x GA21 Maize) (EFSA-Q-2009-
00414)

The Working Group discussed the application. Further discussion is needed.

511 EFSA/GMO/NL/2009/75 (Ms8 x Rf3 x GT73 oilseed rape) (EFSA-Q-2009-
00890)

The Working Group discussed the application. Further discussion is needed.
512 EFSA/GMO/UK/2009/76 (MON 87769 Soybean) (EFSA-Q-2009-00836)
The Working discussed the application. Further discussion is needed.

513 EFSA/GMO/NL/2010/77 (GHB614 x LLcotton25 Cotton) (EFSA-Q-2010-
00106)

The Working Group discussed the application. Further discussion is needed.

5.14 EFSA/GMO/DE/2010/86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EEFSA-Q-
2010-01087)

The Working Group discussed the application. Further discussion is needed.
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5.15 EFSA/GMO/NL/2011/92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
516 EFSA/GMO/NL/2011/93 (MON 87708 Soybean) (EFSA-Q-2011-00122)
The Working Group discussed the application. Further discussion is needed.
5.17 EFSA/GMO/DE/2011/95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion is needed.
5.18 EFSA/GMO/NL/2011/96 (GHB119 cotton) (EFSA-Q-2011-00311)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

519 EFSA/GMO/BE/2011/98 (FG72 Soybean) (EFSA-Q-2011-00848)
The Working Group discussed the application. Further discussion is needed.

5.20 EFSA/GMO/DE/2011/99 (Bt11 x 59122 x MIR604 x 1507 x GA21 Maize)
(EFSA-Q-2011-00894)

The Working Group discussed the application. Further discussion is needed.

521 EFSA/GMO/NL/2011/100 (MON87705 x MON89788 soybean) (EFSA-Q-
2011-00954)

The Working Group could not discuss the application. Further discussion is needed.
5.22 EFSA/GMO/BE/2011/101 (MON 88302 rapeseed) (EFSA-Q-2011-01065)

The Working Group could not discuss the application. Further discussion is needed.
5.23 EFSA/GMO/NL/2012/106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)

The Working Group could not discuss the application. Further discussion is needed.

6. Any Other Business

- None
7. Next meeting(s)

9-11 July 2013, Parma
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 14-06-2013
(Agreed on 27-06-2013)'

Participants

Working Group Experts:
- Martinus Lovik, Jean-Michel Wal

Hearing Experts:

- nhone

« European Commission and/or Member States representatives:

- none

EFSA:

- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA/GMO/UK/2009/76 (MON 87769 Soybean) (EFSA-Q-2009-00836)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA/GMO/NL/2011/96 (GHB119 Cotton) (EFSA-Q-2011-00311)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Page 2 of 2


http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2009-00836
http://registerofquestions.efsa.europa.eu/roqFrontend/questionLoader?question=EFSA-Q-2011-00311
http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf

Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
on 29&30-05-2013
(Agreed on 27-06-2013)'

Participants

Working Group Experts:

- Christer Andersson

Hearing Experts:

- nhone

* European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Hermann Broll, Anders Falk

1. Welcome and apologies for absence

The EFSA staffs welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-008366)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.2 EFSA-GMO-NL-2011-92 (1507 x 59122 x MON 810 x NK603 maize) (EFSA-Q-
2011-00116)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

4.3 EFSA-GMO-NL-2010-89 (DAS-40278-9 maize) (EFSA-Q-2010-01326)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the 57" meeting of the Working Group on Food and Feed Safety

Held on 15-16 May 2013, Parma
(Agreed on 14 June 2013)’

Participants

Working Group Experts:

- Hans Christer Andersson, Andrew Chesson, Jirgen Gropp, Harry Kuiper, Gijs
Kleter (Chair), Martinus Lovik, Hanspeter Naegeli, Annette Péting, Jean-
Michel Wal

- Thomas Frenzel and Hildegard Przyrembel (on 16 May 2013) have
participated via teleconference

* Hearing Experts:

- none

= European Commission and/or Member States representatives:
- Maria Mirazchiyska (DG SANCO)

+ EFSA:

- GMO Unit: Hermann Broll, Anna Christodoulidou, Antonio Fernandez Dumont,
Anders Falk, Yi Liu, Claudia Paoletti

- PRAS Unit: Hermine Reich

s Others:

- none

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
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1. Welcome and apologies for absence
The Chair welcomed the participants.

No apologies.

2. Adoption of agenda

The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes? and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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4. Agreement of the minutes of the 56" Working Group meeting held on 13-14 March
2013, Parma. The minutes were agreed by written procedure on 09 April 2013 and
published on the EFSA website 10 April 2013.

5. Scientific topic(s) for discussion
5.1 EFSA/GMO/UK/2005/17 (1507 x NK603 maize) (EFSA-Q-2005-175)
The Working Group could not discuss the application. Further discussion is needed.
5.2 EFSA/GMO/UK/2006/34 (3272 maize) (EFSA-Q-2006-026)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

5.3 EFSA/GMO/NL/2007/41 (MON 88913 cotton) (EFSA-Q-2007-085)

The Working Group could not discuss the application. Further discussion is needed.
5.4 EFSA/GMO/NL/2007/45 (305423 soybean) (EFSA-Q-2007-122)

The Working Group could not discuss the application. Further discussion is needed.

5.5 EFSA/GMO/NL/2007/46 & EFSA/IGMO/RX/T25 (T25 maize) (EFSA-Q-2007-
134, EFSA-Q-2007-155)

The Working Group discussed the application. Further discussion is needed.

5.6 EFSA/GMO/UK/2008/57 (MON 15985 Cotton) (EFSA-Q-2008-385)

The Working Group could not discuss the application. Further discussion is needed.
5.7 EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean) (EFSA-Q-2009-00360)
The Working Group discussed the application. Further discussion is needed.

58 EFSA/GMO/DE/2009/66 (Bt11 x MIR162 x MIR604 x GA21 Maize) (EFSA-Q-
2009-00444)

The Working Group could not discuss the application. Further discussion is needed.

59 EFSA/GMO/DE/2009/67 (Bt11 x MIR162 x GA21 Maize) (EFSA-Q-2009-
00414)

The Working Group could not discuss the application. Further discussion is needed.

510 EFSA/GMO/NL/2009/75 (Ms8 x Rf3 x GT73 oilseed rape) (EFSA-Q-2009-
00890)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

511 EFSA/GMO/UK/2009/76 (MON 87769 Soybean) (EFSA-Q-2009-00836)
The Working Group discussed the application. Further discussion is needed.

512 EFSA/GMO/DE/2010/86 (Bt11 x MIR162 x 1507 x GA21 Maize) (EESA-Q-
2010-01087)

The Working Group could not discuss the application. Further discussion is needed.
5.13 EFSA/GMO/NL/2010/89 (DAS-40278-9 maize) (EFSA-Q-2010-01326)
The Working Group could not discuss the application. Further discussion is needed.
514 EFSA/GMO/NL/2011/91 (DAS-68416-4 maize) (EFSA-Q-2011-00052)

The Working Group could not discuss the application. Further discussion is needed.
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515 EFSA/GMO/NL/2011/92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
516 EFSA/GMO/DE/2011/95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

517 EFSA/GMO/NL/2011/96 (GHB119 cotton) (EFSA-Q-2011-00311)
The Working Group could not discuss the application. Further discussion is needed.
518 EFSA/GMO/NL/2011/97 (T304-40 cotton) (EFSA-Q-2011-00312)

The Working Group discussed the application. The Food and Feed section of the
opinion will proceed to finalisation.

519 EFSA/GMO/BE/2011/98 (FG72 Soybean) (EFSA-Q-2011-00848)
The Working Group could not discuss the application. Further discussion is needed.

5.20 AP99 EFSA/GMO/DE/2011/99 (Bt11 x 59122 x MIR604 x 1507 x GA21
Maize) (EFSA-Q-2011-00894)

The Working Group could not discuss the application. Further discussion is needed.

5.21 EFSA/GMO/NL/2011/100 (MON87705 x MON89788 soybean) (EFSA-Q-
2011-00954)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.22 EFSA/GMO/BE/2011/101 (MON 88302 rapeseed) (EFSA-Q-2011-01065)
The Working Group could not discuss the application. Further discussion is needed.
5.23 EFSA/GMO/NL/2012/106 (DAS-44406-6 Soybean) (EFSA-Q-2012-00368)
The Working Group could not discuss Further discussion is needed.

5.24 EFSA/GMO/NL/2012/108 (MON 87708 x MON 89788 Soybean) (EFSA-Q-
2012-00442)

The Working Group discussed the application. Further discussion is needed.
5.25 EFSA/GMO/NL/2012/109 (73496 oilseed rape) (EFSA-Q-2012-00617)
The Working Group discussed the application. Further discussion is needed.
5.26 EFSA/GMO/BE/2012/110 (MON 87427 maize) (EFSA-Q-2012-00692)
The Working Group discussed the application. Further discussion is needed.
5.27 EFSA/GMO/DE/2012/111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The Working Group could not discuss the application. Further discussion is needed.

6. Any Other Business
6.1 AP 93 — presentation on DICAMBA by PRAS Unit, EFSA

7. Next meeting(s)

19-20 June 2013, Brussels
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
on 29-05-2013
(Agreed on 29-05-2013)'

Participants

Working Group Experts:

- Christer Andersson, Hildegard Przyrembel

Hearing Experts:

- nhone

e European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staffs welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-008366)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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Version 1.2

GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 29-04-2013
(Agreed on 08-05-2013)'

Participants

Working Group Experts:
- Martinus Lovik, Jean-Michel Wal

Hearing Experts:

- nhone

« European Commission and/or Member States representatives:

- none

EFSA:

- GMO Unit: Antonio Fernandez Dumont

1. Welcome and apologies for absence

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA/GMO/UK/2006/34 (3272 maize) (EFSA-Q-2006-026)

The application was discussed. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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Version 1.2

GMO UNIT
Scientific Panel on Genetically Modified Organisms

Minutes of the 56™ meeting of the Working Group on Food and Feed Safety

Held on 13-14 March 2013, Parma
(Agreed on 09-04-2013)'

Participants

Working Group Experts?:

- Hans Christer Andersson, Andrew Chesson, Jurgen Gropp, Harry Kuiper, Gijs
Kleter (Chair), Martinus Lovik, Hanspeter Naegeli Annette Péting, Jean-Michel
Wal

* Hearing Experts:

- none

= European Commission and/or Member States representatives:

- none

+ EFSA:

- GMO Unit: Anna Christodoulidou, Anders Falk, Andrea Germini, Yi Liu,
Claudia Paoletti

- SAS Unit: Laura Martino

s Others:

- none

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 |ndicate first full name and them surname(John Smith) all throughout the document
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1. Welcome and apologies for absence

The Chair welcomed the participants.

Apologies were received from Thomas Frenzel and Hildegard Przyrembel
2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes® and the Decision of the Executive Director implementing this Policy regarding
Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

s http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
4 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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4. Agreement of the minutes of the 55" Working Group meeting held on 20-21
February 2013, Parma. The minutes were agreed by written procedure on 22 February
2013 and published on the EFSA website 11 March 2013.

5. Scientific topic(s) for discussion
5.1 EFSA/GMO/NL/2011/93 (MON 87708 soybean) (EFSA-Q-2011-00122)

The Working Group discussed the application and the additional information. Further
discussion is needed.

5.2 EFSA/GMO/NL/2007/46 & EFSA-GMO-RX-T25 (T25 maize) (EFSA-Q-2007-
134, EFSA-Q-2007-155)

The Working Group discussed the application. Further discussion is needed.

5.3 EFSA/GMO/UK/2006/34 (3272 maize) (EFSA-Q-2006-026)

The Working Group discussed the application. Further discussion is needed.

5.4 EFSA/GMO/NL/2011/97 (T304-40 cotton) (EFSA-Q-2011-00312)

The Working Group discussed the application. Further discussion is needed.

5.5 EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean) (EFSA-Q-2009-00360)

The Working Group discussed the additional information and the application. Further
discussion and clarification from the applicant are needed.

5.6 EFSA/GMO/UK/2005/17 (1507 x NK603 maize) (EFSA-Q-2005-175)

The Working Group discussed the application. Further discussion is needed.

5.7 EFSA/GMO/NL/2007/41 (MON 88913 cotton) (EFSA-Q-2007-085)

The Working Group discussed the application. Further discussion is needed.

5.8 EFSA/GMO/NL/2007/45 (305423 soybean) (EFSA-Q-2007-122)

The Working Group could not discuss the application. Further discussion is needed.

59  EFSA/GMO/NL/2009/75 (Ms8 x Rf3 x GT73 oilseed rape) (EFSA-Q-2009-
00890)

The Working Group discussed the application. Further discussion is needed..

510 EFSA/GMO/UK/2009/76 (MON 87769 Soybean) (EFSA-Q-2009-00836)
The Working Group could not discuss the application. Further discussion is needed.
511 EFSA/GMO/NL/2010/89 (DAS-40278-9 maize) (EFSA-Q-2010-01326)

The Working Group could not discuss the application. Further discussion is needed.
512 EFSA/GMO/NL/2011/91 (DAS-68416-4 maize) (EFSA-Q-2011-00052)

The Working Group could not discuss the application. Further discussion is needed.

5.13 EFSA/GMO/NL/2011/92 (1507 x 59122 x MON810 x NK603 maize) (EFSA-
Q-2011-00116)

The Working Group discussed the application. Further discussion is needed.
5.14 EFSA/GMO/DE/2011/95 (5307 maize) (EFSA-Q-2011-00310)

The Working Group discussed the application. Further discussion is needed.
5.15 EFSA/GMO/NL/2011/96 (GHB119 cotton) (EFSA-Q-2011-00311)

The Working Group discussed the application. Further discussion is needed.
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5.16 EFSA/GMO/NL/2011/100 (MON87705 x MON89788 soybean) (EFSA-Q-
2011-00954)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

5.17 EFSA/GMO/BE/2011/101 (MON 88302 rapeseed) (EFSA-Q-2011-01065)
The Working Group could not discuss the application. Further discussion is needed.
5.18 EFSA/GMO/NL/2012/109 (73496 oilseed rape) (EFSA-Q-2012-00617)

The Working Group could not discuss the application. Further discussion is needed.
519 EFSA/GMO/BE/2012/110 (MON 87427 maize) (EFSA-Q-2012-00692)

The Working Group could not discuss the application. Further discussion is needed.
5.20 EFSA/GMO/2012/111 (SYHTOH2 Soybean) (EFSA-Q-2012-00753)

The Working Group could not discuss the application. Further discussion is needed.
5.21 EFSA/GMO/DE/2008/63 (H7-1 sugarbeet) (EFSA-Q-2008-782)

The Working Group discussed the application. Further discussion and clarification
from the applicant are needed.

6. Any Other Business

6.1 AP53 adopted - editorial changes

6.2 Assignment of rapporteurs for new mandates

6.3 Attendance of the next meeting by tele-conference
7. Next meeting

15-16 May 2013 at Parma
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GMO UNIT

Scientific Panel on Genetically Modified Organisms
Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
WEB/TELE-conference, 18-03-2013
(Agreed on 18-03-2013)'

Participants

Working Group Experts:
- Hildegard Przyrembel

Hearing Experts:

- nhone

e European Commission and/or Member States representatives:

- none

EFSA:
- GMO Unit: Yi Liu

1. Welcome and apologies for absence

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda
The agenda was adopted without changes

3. Declarations of interest

In accordance with EFSA’s Policy on Independence and Scientific Decision-Making
Processes’ and the Decision of the Executive Director implementing this Policy regarding

" The publication of the minutes shall be made without delay in compliance with the Founding Regulation and no
later than 15 working days following the day of their agreement.
2 http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf
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http://www.efsa.europa.eu/en/keydocs/docs/independencepolicy.pdf

Declarations of Interests®, EFSA screened the Annual Declaration of interest and the Specific
Declaration of interest) filled in by the experts invited for the present meeting. No conflicts of
interests related to the issues discussed in this meeting have been identified during the
screening process or at the Oral Declaration of interest at the beginning of this meeting.

4. Scientific topic(s) for discussion
4.1 EFSA-GMO-UK-2009-76 (MON 87769 Soybean) (EFSA-Q-2009-008366)

The application and additional information were discussed. Further discussion is
needed in the next EFSA GMO Food and Feed Working Group meeting.

3 http://www.efsa.europa.eu/en/keydocs/docs/independencerules.pdf
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GMO UNIT

Parma, 22" February 2013

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 55" meeting of the Working Group on Food and Feed Safety
Parma, 20-21 February 2013
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 22" February 2013

Participants

WG Experts Christer Andersson (telemeeting), Andrew Chesson, Thomas
Frenzel (telemeeting), Gijs Kleter (Chair), Harry Kuiper
(telemeeting), Martinus Lovik (telemeeting 20 February) Hanspeter
Naegeli, Hildegard Przyrembel, Annette P6ting and Jean-Michel
Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Anders Falk, Antonio Fernandez Dumont,
Andrea Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies from Jurgen Gropp.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2005/23 (59122 maize)

The Working Group discussed the application. The opinion will proceed to finalisation.

EFSA/GMO/UK/2008/53 (98140 maize)
The Working Group discussed the application. The opinion will proceed to finalisation.

European Food Safety Authority « Largo N. Palli 5/a + 1-43121 + Parma
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EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/46 & EFSA-GMO-RX-T25 (T25 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2006/34 (3272 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the application and the additional information. Further
discussion is needed.

EFSA/GMO/UK/2005/17 (1507 x NK603 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/41 (MON 88913 cotton)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2009/75 (Ms8 x Rf3 x GT73 oilseed rape)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/89 (DAS-40278-9 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/91 (DAS-68416-4 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/92 (1507 x 59122 x MON810 x NK603 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2011/95 (5307 maize)




The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/100 (MON87705 x MON89788 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/BE/2011/101 (MON 88302 rapeseed)

The Working Group could not discuss the application. Further discussion is needed.

EFSA/GMO/NL/2012/109 (73496 oilseed rape)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/BE/2012/110 (MON 87427 maize)

The Working Group did not discuss the application. Further discussion is needed.

EFSA/GMO/2012/111 (SYHTOH2)

The Working Group did not discuss the application. Further discusion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 13-14 March
2013 in Parma.




GMO UNIT

Parma, 25" February 2013

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the Preparatory meeting of the Working Group on Food and Feed Safety
Parma, 25 January 2013
EFSA / GMO / Food and Feed Safety

Agreed by the Participants on 25" February 2013

Participants

Invited Experts Gijs Kleter, Martinus Lovik and Jean-Michel Wal.
Hearing Experts None

Observers (eg.EC) None

EFSA: Antonio Fernandez Dumont.

1. Welcome and apologies

The EFSA staff welcomed the participants. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

The participants discussed the strategy followed for the allergenicity assessment of the
whole GM plant. Further discussion is needed.

European Food Safety Authority « Largo N. Palli5/a « 1-43121 < Parma
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GMO UNIT

Parma, 11" January 2013

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 54™ meeting of the Working Group on Food and Feed Safety
Parma, 09-10 January 2013
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 4" February 2013

Participants

WG Experts Christer Andersson (telemeeting), Andrew Chesson, Thomas
Frenzel (telemeeting on 9/1/13), Jlirgen Gropp, Gijs Kleter (Chair),
Harry Kuiper, Martinus Lovik, Hanspeter Naegeli, Annette Poting
(telemeeting) and Jean-Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Anders Falk, Antonio Fernandez Dumont,
Andrea Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. No apologies were received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2005/23 (59122 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2006/34 (3272 maize)

The Working Group discussed the application. Further discussion is needed.

European Food Safety Authority « Largo N. Palli 5/a + 1-43121 + Parma
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EFSA/GMO/NL/2007/41 (MON 88913 cotton)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2007/46 & EFSA-GMO-RX-T25 (T25 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/87 (GT73 oilseed rape)

The Working Group discussed the application. The opinion will proceed to finalisation.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant is needed.

EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/100 (MON87705 x MON89788 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant is needed.

EFSA/GMO/BE/2011/101 (MON 88302 rapeseed)

The Working Group could not discuss the application, due to lack of time.




EFSA/GMO/NL/2012/109 (73496 oilseed rape)
The Working Group discussed the application. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 20-21 February
2013 in Parma.




GMO UNIT

Parma, 21 December 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 53" meeting of the Working Group on Food and Feed Safety
Parma, 11-13 December 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 3" January 2013

Participants

WG Experts Christer Andersson, Andrew Chesson, Thomas Frenzel
(telemeeting), Jurgen Gropp, Gijs Kleter (Chair), Harry Kuiper,
Martinus Lovik, Hanspeter Naegeli, Annette Poeting, and Jean-
Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Anders Falk, Antonio Fernandez Dumont,
Andrea Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA'’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.
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4, Discussions

EFSA/GMO/UK/2006/34 (3272 Maize)
The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/46 & EFSA-GMO-RX-T25 (T25 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/BE/2008/53 (98140 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/57 & RX-MON 15985 (MON 15985 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2009/66 (Bt11xGA21xMIR162xMIR604 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2009/67 (Bt11xGA21xMIR162 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2010/86 (Bt11xMIR162x1507xGA21 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/87 (GT73 oilseed rape)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/92 (1507x59122xMON810xNK603 maize)

The Working Group discussed the additional information. Further discussion and clarification
from the applicant are needed.




EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/BE/2011/98 (FG72 soybean)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/BE/2011/101 (MON 88302 rapeseed)

The Working Group discussed the application. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 9-10 January
2013 in Parma.




GMO UNIT

Parma, 12" December 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the Preparatory meeting of the Working Group on Food and Feed Safety
Parma, 21 November 2012
EFSA / GMO / Food and Feed Safety

Agreed by the Participants on 12" December 2012

Participants

Invited Experts Martinus Lovik.

Hearing Experts None

Observers (eg.EC) None

EFSA: Antonio Fernandez Dumont.
1. Welcome and apologies

The EFSA staff welcomed the participants. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

The participants discussed the strategy followed for the allergenicity assessment of the
whole GM plant. Further discussion is needed.

European Food Safety Authority « Largo N. Palli5/a « 1-43121 < Parma
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GMO UNIT

Parma, 7" December 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the Preparatory Meeting of the Working Group on Food and Feed Safety
7" December 2012
EFSA / GMO / Food and Feed Safety

Agreed by the participants on 7" December 2012

Participants

Invited Experts Andrew Chesson
Hearing Experts none

Observers (eg.EC) none

EFSA: Yi Liu

1. Welcome and apologies

The EFSA staff welcomed the participant. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions
EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The application was discussed. Further discussion is needed in the next EFSA GMO Food
and Feed Working Group meeting.

European Food Safety Authority * Largo N. Palli 5/a + 1-43121 + Parma
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GMO UNIT

Parma, 19" November 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 52" meeting of the Working Group on Food and Feed Safety
Parma, 13-15 November 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 30" November 2012

Participants

WG Experts Christer Andersson, Andrew Chesson, Thomas Frenzel
(telemeeting on 14-15/11/12), Juirgen Gropp, Gijs Kleter (Chair),
Harry Kuiper, Martinus Lovik, Hanspeter Naegeli, Annette Poeting,
and Jean-Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions
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EFSA/GMO/UK/2006/34 (3272 Maize)
The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/46 & EFSA-GMO-RX-T25 (T25 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/BE/2008/53 (98140 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/57 & RX-MON 15985 (MON 15985 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the additional information and the application. Further
discussion is needed.

EFSA/GMO/DE/2009/66 (Bt11xGA21xMIR162xMIR604 maize)

The Working Group discussed the additional information. Further discussion and clarification
from the applicant are needed.

EFSA/GMO/DE/2009/67 (Bt11xGA21xMIR162 maize)

The Working Group discussed the additional information. Further discussion and clarification
from the applicant are needed.

EFSA/GMO/DE/2010/86 (Bt11xMIR162x1507xGA21 maize)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2010/87 (GT73 oilseed rape)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/92 (1507x59122xMON810xNK603 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group discussed the additional information. Further discussion is needed.




EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/BE/2011/98 (FG72 soybean)

The Working Group discussed the additional information. Further discussion and clarification
from the applicant are needed.

EFSA/GMO/DE/2011/99 (Bt11x59122xMIR604x1507x GA21 maize)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/BE/2011/101 (MON 88302 rapeseed)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2012/107 (MON810 pollen)

The Working Group discussed the application. The Food Feed section will proceed to
finalisation.

Bt11- update of the scientific opinion EFSA-Q-2012-00713

The Working Group discussed the mandate. The Food and Feed section will proceed to
finalisation.

MONB810 - update of the scientific opinion EFSA-Q-2012-00711
The Working Group discussed the mandate. The Food and Feed section will proceed to

finalisation.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 11-13 December
2012 in Parma.




GMO UNIT

Parma, 11" October 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 51° meeting of the Working Group on Food and Feed Safety
Parma, 3-4 October 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 30" October 2012

Participants

WG Experts Christer Andersson, Andrew Chesson, Thomas Frenzel
(telemeeting on 03-04/10/12), Juirgen Gropp, Gijs Kleter (Chair),
Harry Kuiper, Pagona Lagiou (telemeeting on 04/10/12), Martinus
Lovik (physical presence on 03/04/12, telemeeting on 04/10/12),
Hanspeter Naegeli, Annette Poeting, Hildegard Przyrembel
(telemeeting on 04/10/12) and Jean-Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. No apologies were received.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.
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4, Discussions
EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/70 (MON 87460 maize)

The WG The Working Group discussed the application. The Food Feed section will proceed
to finalisation.

EFSA/GMO/UK/2009/76 (MON 87769 soybean)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion is needed.

EFSA/GMO/NL/2011/93 (MON87708 soybean)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion is needed.

ZFN3 Q-2012-00241

The Working Group discussed the application. The opinion will proceed to finalisation.
EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/NL/2007/46 & EFSA-GMO-RX-T25 (T25 maize)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/DE/2010/86 (Bt11xMIR162x1507xGA21 maize)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/NL/2010/87 (GT73 oilseed rape)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/BE/2011/98 (FG72 soybean)

The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/DE/2011/99 (Bt11x59122xMIR604x1507x GA21 maize)
The Working Group could not discuss the application, due to lack of time.
EFSA/GMO/BE/2011/101 (MON 88302 rapeseed)

The Working Group could not discuss the application, due to lack of time.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 13-15 November
2012 in Parma.




GMO UNIT

Parma, 2" October 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
Parma, 2 October 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 2" October 2012

Participants

WG Experts Christer Andersson, Pagona Lagiou (telemeeting), Hildegard
Przyrembel (telemeeting).

Hearing Experts None

Observers (eg.EC) None

EFSA: Andrea Germini, Yi Liu.

1. Welcome and apologies

The Chair welcomed the participants.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/UK/2009/76 (MON 87769 soybean)

The Working Group discussed the additional information. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 03-04 October
2012 in Parma.
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GMO UNIT

Parma, 27" September 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the Preparatory Tele-Meeting of the Working Group on Food and Feed
Safety
Tele-web conference, 27 September 2012

EFSA / GMO / Food and Feed Safety

Agreed by the participants on 27" September 2012

Participants

Invited Experts Gijs Kleter (Chair), Martinus Lovik, Hanspeter Naegeli, Annette
Poeting and Jean-Michel Wal

Hearing Experts none

Observers (eg.EC) none

EFSA: Yi Liu

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Christer Andersson,
Andrew Chesson, Thomas Frenzel, Jurgen Gropp, Harry Kuiper and Pagona Lagiou.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2009/70 (MON 87460 maize)

The invited experts discussed the application. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.

ZFN3 Q-2012-00241

The invited experts discussed the mandate. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.
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GMO UNIT

Parma, 28" September 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 50" meeting of the Working Group on Food and Feed Safety
Parma, 27-28 August 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 28™ September 2012

Participants

Invited Experts Christer Andersson, Thomas Frenzel, Jurgen Gropp, Gijs Kleter
(Chair), Harry Kuiper (Tele-meeting on 27-08-12), Martinus Lovik,
Hanspeter Naegeli (on 28-08-12), Annette Poeting (Tele-meeting
on 27&28-08-12) and Jean-Michel Wal.

Hearing Experts Joe Perry (Tele-meting on 27&28-08-12)
Observers (eg.EC) None
EFSA: Antonio Fernandez Dumont, Andrea Germini and Claudia Paoletti.

1. Welcome and apologies
The Chair welcomed the participants. Apology was received from Andrew Chesson and
Pagona Lagiou.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2009/70 (MON 87460 maize)
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The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)

The Working Group discussed the application. The opinion will proceed to finalisation.

EFSA/GMO/BE/2010/81 (Ms8xRf3, Ms8, Rf3 rapeseed)

The Working Group discussed the additional information and the application. The opinion will
proceed to finalisation.

EFSA/GMO/NL/2010/87 (GT73 rapeseed)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2010/91 (DAS-68416-4 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the additional information and the application. Further
discussion is needed.

EFSA/GMO/BE/2011/98 (FG72 soybean)
The Working Group could not discuss the application, due to lack of time.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 3-4 October 2012
in Parma.




GMO UNIT

Parma, 19" July 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the Preparatory Meeting of the Working Group on Food and Feed Safety
Tele-webconference, 19" July 2012
EFSA / GMO / Food and Feed Safety

Agreed by the participants on 19" July 2012

Participants

Invited Experts Thomas Frenzel and Gijs Kleter (Chair).
Hearing Experts none

Observers (eg.EC) None

EFSA: Antonio Fernandez Dumont.

1. Welcome and apologies

The Chair welcomed the participants.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/BE/2011/98 (FG72 soybean)

The invited experts discussed the application. Further discussion is needed in the next EFSA
GMO Food and Feed Working Group meeting.
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Tel. +39 0521036111 + Fax +39 0521036110 + ask@efsa.europa.eu ¢ www.efsa.europa.eu



GMO UNIT

Parma, 18" June 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 49" meeting of the Working Group on Food and Feed Safety
Berlin, 13-14 June 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 29" June 2012

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Eva Gelencser, Gijs
Kleter, Harry Kuiper, llona Kryspin Sorensen, Annette Poeting,
Hildegard Przyrembel (on 13/06/2012) Willem Seinen, Jean-Michel
Wal and Atte Von Wright (on 13/06/2012).

Hearing Experts Howard Davies (on 14/06/2012)

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apology was received from Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)
The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/UK/2008/57 & RX — MON 15985 (MON 15985 cotton)
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The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/DE/2009/66 (Bt11 x MIR162 x MIR604 x GA21 maize)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/DE/2009/67 (Bt11 x MIR162 x GA21 maize)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2009/70 (MON 87460 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)

The Working Group discussed the application. The opinion will proceed to finalisation.

EFSA/GMO/BE/2010/81 (Ms8xRf3, Ms8, Rf3 rapeseed)

The Working Group discussed the additional information and the application. Further
discussion is needed.

EFSA/GMO/NL/2010/87 (GT73 rapeseed)

The Working Group discussed the additional information and the application. Further
discussion is needed.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/91 (DAS-68416-4 soybean)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2011/92 (1507x59122xMON810xNK603 maize)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the application. Further discussion and clarification form the
applicant are needed.




EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group discussed the additional information and the application. Further
discussion is needed.

EFSA/GMO/NL/2012/107 (MON 810 pollen)
The Working Group discussed the application. Further discussion is needed.

ZFN3 (Q-2012-00241)

The Working Group discussed the mandate and technical details. Further discussion is
needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 27-28 August
2012 in Parma.




GMO UNIT

Parma, 7" May 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 48" meeting of the Working Group on Food and Feed Safety
Parma, 2-3 May 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 25" May 2012

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Harry Kuiper, Annette Poeting, Willem
Seinen, Jean-Michel Wal and Atte Von Wright.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Hildegard Przyrembel,
Anke Meisner and llona Kryspin Sorensen.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/UK//2008/53 (98140 maize)
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The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/BE/2010/81- Ms8, Rf3, Ms8 x Rf3 oilseed rape

The Working Group discussed the additional information. Further discussion and clarification
from the applicant are needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the additional information and the application. Further
discussion on the application is needed.

EFSA/GMO/DE/2010/82 (MIR162 maize)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2011/91 - DAS-68416-4 soybean
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/92 - 1507x59122xMON810xNK603 maize

The Working Group discussed the application. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 13-14 June 2012
in Berlin.




GMO UNIT

Parma, 2™ April 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 47" meeting of the Working Group on Food and Feed Safety
Parma, 28-29 March 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 11" April 2012

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin Sorensen, Anke
Meisner (on 29/03/12), Annette Poeting, Willem Seinen, Jean-
Michel Wal and Atte Von Wright .

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Hildegard Przyrembel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2005/24 (40-3-2 soybean)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.
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EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/UK//2008/53 (98140 maize)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2010/82 (MIR162 maize)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/92 (1507x59122xMON810xNK603 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)
The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/96 (GHB119 cotton)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the additional information. Further discussion and clarification
from the applicant are needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 2-3 May 2012 in
Parma.




GMO UNIT

Parma, 20" February 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 46™ meeting of the Working Group on Food and Feed Safety
Parma, 15-16 February 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 2" March 2012

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel (on
16/02/12), Eva Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin
Sorensen, Anke Meisner (on 16/02/12), Annette Poeting, Willem
Seinen, Jean-Michel Wal and Atte Von Wright .

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Gijs Kleter and
Hildegard Przyrembel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/UK/2005/09 (MON 531 x MON1445 cotton)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.
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EFSA/GMO/NL/2005/23 (59122 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2005/24 (40-3-2 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2010/82 (MIR162 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2011/92 (1507x59122xMON810xNK603 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/RX-MON531xMON1445 (MON 531 x MON 1445 cotton)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 28-29 March
2012 in Parma.




GMO UNIT

Parma, 30" January 2012

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 45" meeting of the Working Group on Food and Feed Safety
Tele/Web-meeting, 16-17 January 2012
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 30™ January 2012

Participants

WG Invited Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter (Chair), Annette Poeting, llona Kryspin
Sorensen, Atte Von Wright (16™ January only) and Jean-Michel

Wal

Hearing Experts None

Observers (eg.EC) None

EFSA: Antonio Fernandez Dumont, Andrea Germini, Yi Liu, Claudia
Paoletti.

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Harry Kuiper, Willem
Seinen and Anke Meisner.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the draft opinion. Further discussion and clarification from the
applicant are needed.
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EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/UK/2009/73 (MON 87701 x MON 89788 soybean)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/UK/2009/76 (MON 87769 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/87 (GT73 rapeseed)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/96 (GHB119 Cotton)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/BE/2011/98 (FG72 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

Cisgenesis (Q-2011-00152)
The Working Group discussed the opinion. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 15-16 February
2012 in Parma.




GMO UNIT

Parma, 20" December 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 44™ meeting of the Working Group on Food and Feed Safety
Parma, 14-15 December 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 10" January 2011

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel
(tele/web-meeting), Eva Gelencser, Gijs Kleter, Harry Kuiper,
Annette Poeting (tele/web-meeting), Willem Seinen, llona Kryspin
Sorensen, Eva Gelencser, Gijs Kleter, Annette Poeting, Willem
Seinen, Jean-Michel Wal and Atte Von Wright (tele/web-meeting)

Hearing Experts Hildergard Przyrembel

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont , Andrea

Germini, Yi Liu, Claudia Paoletti.

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Paul Brantom and Anke
Meisner.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the draft opinion. Further discussion is needed.
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EFSA/GMO/UK/2009/73 (MON 87701 x MON 89788 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2011/91 (DAS-68416-4 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/NL/2010/87 (GT73 rapeseed)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/BE/2010/81 (MS8, RF3 & MS8xRF3 rapeseed)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/BE/2011/98 (FG72 soybean)

The Working Group discussed the application. Further discussion is needed.
EFSA/GMO/UK/2009/76 (MON 87769 soybean)

The Working Group discussed the application. Further discussion is needed.
EFSA/GMO/NL/2011/96 (GHB119 Cotton)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/UK/2008/57 ( MON 15985 cotton & RX-MON 1598)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group discussed the application. Further discussion is needed.



https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=586477&folderID=586482
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=645649&folderID=645655

Cisgenesis (Q-2011-00152)

The Working Group discussed the mandate. The Food Feed section of the opinion will
proceed to finalisation.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 16-17 January
2012 by telemeeting.




GMO UNIT

Parma, 25" November 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 43" meeting of the Working Group on Food and Feed Safety
Parma, 16-17 November 2011
EFSA/ GMO / Food and Feed Safety

Agreed by the WG on 1° December 2011

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel
(tele/web-meeting), Eva Gelencser, Gijs Kleter, Harry Kuiper ,
Annette Poeting, Willem Seinen, llona Kryspin Sorensen, Jean-
Michel Wal and Atte Von Wright.

Hearing Experts Hildergard Przyrembel(tele/web-meeting on 17 November 2011)

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont , Andrea

Germini, Yi Liu, Claudia Paoletti.

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Paul Brantom and Anke
Meisner.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the draft opinion. Further discussion is needed.

EFSA/GMO/UK/2008/57 (MON 15985 cotton) & RX-MON 15985
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The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/UK/2008/60 (GA21 maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group could not discuss the additional information, due to lack of time.

EFSA/GMO/UK/2009/73 (MON 87701 x MON 89788 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2010/78 (MON 87705 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/89 (DAS-40728-9 maize)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/NL/2011/91 (DAS-68416-4 soybean)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

EFSA/GMO/NL/2011/93 (MON 87708 soybean)

The Working Group could not discuss the application, due to lack of time.

EFSA/GMO/NL/2011/97 (T304-40 cotton)

The Working Group discussed the application. Further discussion and clarification from the
applicant are needed.

Cisgenesis (Q-2011-00152)

The Working Group discussed the mandate. The Food Feed section of the opinion will
proceed to finalisation.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 14-15 December
2011 in Parma.




GMO UNIT

Parma, 14" November 2011
SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS
Minutes of the Preparatory Meeting of the Working Group on Food and Feed Safety
14" November 2011
EFSA/ GMO / Food and Feed Safety

Agreed by the attendants on 14" November 2011

Participants

Invited Expert: Annette Poeting, Gijs Kleter, Harry Kuiper, Thomas Frenzel
Hearing Experts: None

Observers (eg.EC): None

EFSA: Yi Liu

1. Welcome and apologies

The EFSA staff welcomed the participants. No apology was received.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues

discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

Cisgenesis Q-2011-00152

The mandate was discussed. Further discussion items were prepared for the coming FF
Working Group meeting.
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GMO UNIT

Parma, 18" November 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 42" meeting of the Working Group on Food and Feed Safety
Wageningen, 26-27 October 2011
EFSA/ GMO / Food and Feed Safety

Agreed by the WG on 18" November 2011

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Annette Poeting, Willem Seinen, Jean-
Michel Wal and Atte Von Wright.

Hearing Experts None

Observers (eg.EC) Kaja Kantorska and Giuseppina Luvara (27" October tele/web-
meeting).

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont (tele/web-
meeting), Andrea Germini (tele/web-meeting), Yi Liu, Claudia
Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, llona
Kryspin Sorensen, Harry Kuiper and Anke Meisner.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the draft opinion. Further discussion is needed.
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EFSA/GMO/UK/2008/60 (GA21 maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/NL/2010/78 (MON87705 soybean)

The Working Group discussed the draft opinion. Further discussion is needed.

EFSA/GMO/NL/2011/91 (DAS-68416-4 soybean)

The Working Group could not discuss the application, due to lack of time.

EFSA/IGMO/RX-MON1445 (MON 1445 cotton)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

Cisgenesis (Q-2011-00152)

The Working Group discussed the mandate. Further discussion is needed.

Guidance Document for risk assessment of GM plants containing stacked events (Q-
2008-05020)

In the light of in-coming dossiers, the Working Group discussed the risk assessment strategy
for GM plants containing stacked events and reconfirmed the scientific necessity to consider
compositional data from the respective single events in the frame of the risk assessment of
GM plants containing stacked events.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 16-17 November
2011 in Parma (ltaly).




GMO UNIT

Parma, 3™ October 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 41° meeting of the Working Group on Food and Feed Safety
Parma, 21-22 September 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 6™ October 2011

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel (tele),
Eva Gelencser, Gijs Kleter, llona Kryspin Sorensen, Anke Meisner
(tele, 22 September), Annette Poeting, Willem Seinen, Jean-
Michel Wal and Atte Von Wright.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini (21 September), Yi Liu, Claudia Paoletti (21°
September).

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom and Harry
Kuiper.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. For further details on the outcome of the screening of
the ADol and SDol, please refer to the Annex I.

4. Discussions

EFSA/GMO/DE/2008/63 (H7-1 sugarbeet)

The Working Group discussed the the application. The Food Feed section of the opinion will
proceed to finalisation.
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EFSA/GMO/NI/2009/73 (MON87701xMON89788 soybean)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/SE/2010/88 (AM04-1020 potato)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/DE/2011/95 (5307 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/RX-MON1445 (MON 1445 cotton)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

Cisgenesis (Q-2011-00152)

The Working Group discussed the mandate. Further discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the draft opinion. Further discussion is needed.

EFSA/GMO/NL/2010/78 (MON87705 soybean)

The Working Group discussed the draft opinion. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 26-27 October
2011 in Wageningen.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA-GMO-DE-2008-63 for her National Authority. In accordance with
EFSA’s Policy on Declarations of Interests and Implementing documents thereof, and
taking into account the specific matters discussed at the meeting in question, the interest
above was deemed to represent a conflict of Interest (level C). Pursuant to EFSA’s
Procedure on Identifying and Handling Declarations of Interest, the said expert as per
point C.lIl.b" is excluded from participating in EFSA activities concerned by the potential
conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf



http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf

GMO UNIT

Parma, 25" July 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 40" meeting of the Working Group on Food and Feed Safety
Copenhagen, 20-21 July 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 28" July 2011

Participants

Invited Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin Sorensen, Anke
Meisner, Annette Poeting, Willem Seinen, Jean-Michel Wal and
Atte Von Wright.

Hearing Experts None

Observers (EC) Joachim Bollmann (1 hour Tele-conference on 20 /07/2011),
Giuseppina Luvara (1 hour Tele-conference on 20 /07/2011)

EFSA: Antonio Fernandez Dumont, Andrea Germini, Yi Liu.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Christer Andersson.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions
EFSA/GMO/NL/2007/45 (305423 Soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/60 (GA21 Maize)
The Working Group discussed the application. Further discussion is needed.
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EFSA/GMO/NL/2009/64 (BPS-CV127-9 Soybean)

The Working Group discussed the additional information. Further clarification from the
applicant is needed.

EFSA/GMO/NL/2009/69 (AV43-6-GT Potato)

The Working Group discussed the application. Further clarification from the applicant is
needed.

EFSA/GMO/NL/2009/70 (MON87460 Maize)

The Working Group discussed the application. The food/feed section of the opinion will
proceed to finalisation.

EFSA/GMO/NL/2009/73 (MON87701 x MON89788 Soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/77 (GHB614 x LLcotton25 Cotton)

The Working Group discussed the application. Further clarification from the applicant is
needed.

EFSA/GMO/NL/2010/78 (MON87705 Soybean)

The Working Group discussed the additional information. The food/feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2011/93 (MON87708 Soybean)

The Working Group discussed the application. Further clarification from the applicant is
needed.

EFSA/GMO/RX-MON1445 (MON1445 Cotton)

The application was not discussed due to lack of time.

Cisgenesis Q-2011-00152

The Working Group discussed the mandate. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 21-22 September
2011 in Parma.




GMO UNIT

Parma, 20" June 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 39" meeting of the Working Group on Food and Feed Safety
Parma, 7-8 June 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 23" June 2011

Participants

Invited Experts Christer Andersson, Paul Brantom (tele/webconference on
8/6/2011), Gerhard Flachowsky, Thomas Frenzel, Eva Gelencser
(present from afternoon day 1), Gijs Kleter, Harry Kuiper, llona
Kryspin Sorensen, Anke Meisner, Annette Poeting, Willem Seinen,
Jean-Michel Wal and Atte Von Wright.

Hearing Experts None
Observers (EC) Giuseppina Luvara
EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu, Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and the Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. For further details on the outcome of the screening of
the ADol and SDol (as well as the ones declared at the beginning of the meeting), please
refer to the Annex I.

4. Discussions
EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)
The Working Group discussed the additional information. Further discussion is needed.
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EFSA/GMO/NL/2009/69 (AV43-6-GT potato)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/70 (MON87460 maize)
The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/UK/2009/76 (MON87769 soybean)
The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/BE/2010/79 (MON87701 soybean)

The Working Group discussed the draft text of the opinion. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/RX-MON531 (MON531 cotton)

The Working Group discussed the draft text of the opinion. The Food Feed section of the
opinion will proceed to finalisation.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 20-21 July 2011
in Copenhagen DK.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOlIs

CONFLICT LEVEL C: In the ADol and in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA/GMO/DE/2008/63 and EFSA/GMO/UK/2009/76 for her National
Authority. In accordance with EFSA’s Policy on Declarations of Interests and
Implementing documents thereof, and taking into account the specific matters discussed
at the meeting in question, the interest above was deemed to represent a conflict of
Interest (level C). Pursuant to EFSA’s Procedure on Identifying and Handling Declarations
of Interest, the said expert as per point C.llIl.b* is excluded from participating in EFSA
activities concerned by the potential conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf




GMO UNIT

Parma, 12 May 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 38™ meeting of the Working Group on Food and Feed Safety, 4-5 May
2011

EFSA / GMO / Food and Feed Safety

Agreed by the WG on 16 May 2011

Participants

Invited Experts Christer Andersson, Paul Brantom, Gerhard Flachowsky, Thomas
Frenzel, Eva Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin
Sorensen, Annette Poeting, Willem Seinen, Jean-Michel Wal and
Atte Von Wright.

Hearing Experts None

Observers (eg.EC) Giuseppina Luvara and Kantorska Kaja

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Anke Meisner.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.
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4. Discussions
EFSA/GMO/UK/2007/43 (356043 Soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2007/45 (305423 Soybean)

The Working Group discussed the additional information. The food/feed section of the
opinion will proceed to finalisation.

EFSA/GMO/CZ/2008/54 (MON88017 Maize)

The Working Group discussed the additional information. The food/feed section of the
opinion will proceed to finalisation.

EFSA/GMO/UK/2008/60 (GA21 Maize)
The Working Group discussed the application. Further discussion is needed.
EFSA/GMO/DE/2008/63 (H7-1 Sugarbeet)

The Working Group discussed the additional information. The food/feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2009/69 (AV43-6-GT Potato)

The Working Group discussed the application. Further discussion is needed.
EFSA/GMO/UK/2009/76 (MON87769 Soybean)

The Working Group discussed the additional information. Further discussion is needed.
EFSA/GMO/NL/2010/78 (MON87705 Soybean)

The Working Group discussed the additional information. Further discussion is needed.
EFSA/GMO/BE/2010/79 (MON87701 Soybean)

The Working Group discussed the additional information. The food/feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2010/89 (DAS-40728-9 Maize)

The Working Group discussed the application. Further clarification from the applicant is
needed.

AP57, RX-MON15985, MON531, MON1445

The Working Group discussed the additional information. The food/feed section of the
opinions will proceed to finalisation.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 07-08 June 2011
in Parma.




GMO UNIT

Parma, 3™ May 2011
SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS
Minutes of the Preparatory Meeting of the Working Group on Food and Feed Safety
3" May 2011
EFSA / GMO / Food and Feed Safety

Agreed by the attendants on 3™ May 2011

Participants

Invited Expert: Gijs Kleter
Hearing Experts: None
Observers (eg.EC): None
EFSA: Yi Liu

1. Welcome and apologies

The EFSA staff welcomed the participants. No apology was received.
2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2009/64 (BPS-CV127-9 Soybean)
Response documents were not received. No discussion was made.
EFSA/GMO/NL/2010/89 (DAS-40728-9 Maize)

The application was discussed. Further discussion items were prepared for the coming FF
Working Group meeting.
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GMO UNIT

Parma, 12 April 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS
Minutes of the 37" meeting of the Working Group on Food and Feed Safety, 23-24
March 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 12 April 2011

Participants

Invited Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin Sorensen, Anke
Meisner, Annette Poeting, Willem Seinen, Jean-Michel Wal and
Atte Von Wright.

Hearing Experts None

Observers (eg.EC) Giuseppina Luvara

EFSA: Antonio Fernandez Dumont, Andrea Germini, Yi Liu and Claudia
Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. For further details on the outcome of the screening
please refer to Annex |, annex to the present minutes.

4. Discussions
EFSA/GMO/UK/2007/43 (356043 Soybean)
The Working Group discussed the application. The food/feed section of the opinion will
proceed to finalisation.
EFSA/GMO/UK/2007/45 (305423 Soybean)
The Working Group discussed the additional information. Further discussion is needed.
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EFSA/GMO/UK/2008/60 (GA21 Maize)

The Working Group discussed the application. Further clarification from the applicant is
needed.

EFSA/GMO/DE/2008/63 (H7-1 Sugarbeet)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 Soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2009/76 (MON87769 Soybean)

The Working Group discussed the application and the additional information. Further
discussion is needed.

EFSA/GMO/NL/2010/77 (GHB614xLLcotton25 Cotton)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/89 (DAS-40728-9 Maize)
The Working Group discussed the application. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 04-05 May 2011
in Parma.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA/GMO/DE/2008/63 and EFSA/GMO/UK/2009/76 for her National
Authority. In accordance with EFSA’s Policy on Declarations of Interests and
Implementing documents thereof, and taking into account the specific matters discussed
at the meeting in question, the interest above was deemed to represent a conflict of
Interest (level C). Pursuant to EFSA’s Procedure on Identifying and Handling Declarations
of Interest, the said expert as per point C.llIl.b* is excluded from participating in EFSA
activities concerned by the potential conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf




GMO UNIT

Parma, 15 February 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 36" meeting of the Working Group on Food and Feed Safety
Tele/web-conference, 14-15 February 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 23 February 2011

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin Sorensen, Anke
Meisner, Annette Poeting, Willem Seinen, Jean-Michel Wal and
Atte Von Wright.

Hearing Experts None

Observers (eg.EC) Kaja Kantorska, Giuseppina Luvara, Sabine Pelsser

EFSA: Anna Christodoulidou, Andrea Germini, Yi Liu, Claudia Paoletti and

Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. For further details on the outcome of the screening
please refer to Annex |, annex to the present minutes.

4. Discussions

EFSA/GMO/UK/2007/43 (356043 soybean)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2008/63 - H7-1 Sugarbeet

The Working Group discussed the application and the additional information. Further
discussion is needed.
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EFSA/GMO/NL/2008/52 - A5547-127 Soybean

The Working Group discussed the application. The food/feed section of the opinion will
proceed to finalisation.

EFSA/GMO/NL/2010/77 - GHB614xLLcotton25 Cotton
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2010/78 - MON87705 Soybean

The Working Group discussed the application. Further clarification from the applicant is
needed.

EFSA/GMO/BE/2010/79 (MON87701 soybean)
The Working Group discussed the application. Further clarification from the applicant is

needed.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 23-24 March
2011 in Parma.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA-GMO-DE-2008-63 for her National Authority. In accordance with
EFSA’s Policy on Declarations of Interests and Implementing documents thereof, and
taking into account the specific matters discussed at the meeting in question, the interest
above was deemed to represent a conflict of Interest (level C). Pursuant to EFSA’s
Procedure on Identifying and Handling Declarations of Interest, the said expert as per
point C.IIl.b" is excluded from participating in EFSA activities concerned by the potential
conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf



http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf

GMO UNIT

Parma, 10 February 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 35" meeting of the Working Group on Food and Feed Safety
Parma, 28 January 2011

Agreed by the WG on 4™ April 2011

Participants

WG Experts: Christer Andersson, Gijs Kleter, Harry Kuiper, Annette Poeting,
Atte Von Wright and Jean-Michel Wal.

Hearing Experts: -

Observers: ---

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont , Andrea
Germini, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Gerhard Flachowsky.

2. Adoption of agenda

The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and/or Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4, Discussions

Updated guidance document of the Scientific Panel on Genetically Modified
Organisms for the risk assessment of genetically modified plants and derived food
and feed

The Working Group discussed the document. Further discussion is needed.
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GMO UNIT

Parma, 31° January 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 34™ meeting of the Working Group on Food and Feed Safety
Parma, 19-20 January 2011
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 04™ February 2011

Participants

WG Experts Christer Andersson, Thomas Frenzel, Eva Gelencser, Gijs Kleter,
Harry Kuiper, llona Kryspin Sorensen, Anke Meisner, Annette
Poeting, Willem Seinen, Jean-Michel Wal and Atte Von Wright .

Hearing Experts None

Observers (eg.EC) Sebastien Goux, Kaja Kantorska, Giuseppina Luvara, Sabine
Pelsser
EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Paul Brantom, Gerhard
Flachowsky, Atte Von Wright (first day).

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.
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4. Discussions

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application and the additional information. Further
clarification from the applicant is needed.

EFSA/GMO/UK/2008/60 (GA21 maize)

The Working Group discussed the application and the additional information. Further
discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 soybean)

The Working Group discussed the additional information. Further clarification from the
applicant is needed.

EFSA/GMO/BE/2010/79 (MON87701 soybean)

The Working Group discussed the application and the additional information. Further
clarification from the applicant and discussion is needed.

RX-MON531 cotton

The Working Group discussed the application. Further discussion is needed.

RX-MON1445 cotton

The Working Group discussed the application. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 14-15 February
2011 via tele-conference.




GMO UNIT

Parma, 28 January 2011

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 33" meeting of the Working Group on Food and Feed Safety
Parma, 16 December 2010

Agreed by the WG on 28 January 2011

Participants

WG Experts: Christer Andersson, Gerhard Flachowsky, Gijs Kleter, Harry
Kuiper, Annette Poeting(via webconference), Atte Von Wright and
Jean-Michel Wal.

Hearing Experts: -

Observers: ---

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont , Andrea
Germini, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants.

2, Adoption of agenda

The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and/or Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

Updated guidance document of the Scientific Panel on Genetically Modified
Organisms for the risk assessment of genetically modified plants and derived food
and feed

The Working Group discussed the document. Further discussion is needed.
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GMO UNIT

Parma, 18 December 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 32" meeting of the Working Group on Food and Feed Safety
Parma, 14-15 December 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 4" January 2011

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel (via
Tele/web-conference), Eva Gelencser (via Tele/web-conference),
Gijs Kleter, Harry Kuiper (Chair), Anke Meisner (via Tele/web-
conference), Annette Poeting, Willem Seinen, llona Kryspin
Sorensen, Atte Von Wright and Jean-Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Yi Liu, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests. For further details on
the outcome of the screening please refer to Annex |, annex to the present minutes.

4, Discussions

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application. Further clarification from the applicant has
been asked and discussion is needed.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application. Further clarification from the applicant has
been asked and discussion is needed.
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https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_611_229_0_-1_47/http%3B/bea-aps.efsa.eu.int%3B11930/collab/do/document/overview?projID=140289

EFSA/GMO/CZ/2008/54 (MON88017 maize)

The Working Group discussed the application and the additional information. Further
discussion is needed.

EFSA /GMO/UK/2005/09 & RX MON531xMON1445 (MON531xMON1445 Cotton)

The Working Group discussed the application. Further discussion is needed.

RX MON531 (MON531 Cotton)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2010/82 (MIR162 Maize)

The Working Group discussed the application and the additional information. Further
clarification from the applicant is needed.

EFSA/GMO/DE/2008/63 (H7-1 Sugarbeet)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/64 (BPS-127-9 Soybean)

The Working Group discussed the additional information. Further clarification from the
applicant is needed.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 19-20 January
2011 in Parma.



https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=140308&folderID=208855
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=508825&folderID=508830
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_74667_229_0_-1_47/http%3B/bea-aps.efsa.eu.int%3B11930/collab/do/document/overview?projID=229452

Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA-GMO-DE-2008-63 for her National Authority. In accordance with
EFSA’s Policy on Declarations of Interests and Implementing documents thereof, and
taking into account the specific matters discussed at the meeting in question, the interest
above was deemed to represent a conflict of Interest (level C). Pursuant to EFSA’s
Procedure on Identifying and Handling Declarations of Interest, the said expert as per
point C.IIl.b" is excluded from participating in EFSA activities concerned by the potential
conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf
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GMO UNIT

Parma, 16 December 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 31° meeting of the Working Group on Food and Feed Safety
Parma, 2 December 2010

Agreed by the WG on 16 December 2010

Participants

WG and/or Panel Experts: Christer Andersson, Howard Davies (via webconference),
Gerhard Flachowsky, Gijs Kleter, Harry Kuiper, Joe Perry,
Annette Poeting, Atte Von Wright and Jean-Michel Wal

Hearing Experts: -

Observers: --

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont Andrea
Germini (via webconference), Claudia Paoletti and Ellen Van
Haver.

1. Welcome and apologies

The Chair welcomed the participants.

2, Adoption of agenda

The agenda was adopted without changes.
3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and/or Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4, Discussions

Updated guidance document of the Scientific Panel on Genetically Modified
Organisms for the risk assessment of genetically modified plants and derived food
and feed

European Food Safety Authority « Largo N. Palli 5/a + 1-43121 + Parma
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The Working Group discussed the document. Further discussion is needed.




GMO UNIT

Parma, 23 November 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 30" meeting of the Working Group on Food and Feed Safety
Brussels, 17-18 November 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 8" December 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel (first
day), Eva Gelencser, Gijs Kleter, Harry Kuiper, Anke Meisner,
Annette Poeting, Willem Seinen, llona Kryspin Sorensen, Atte Von
Wright and Jean-Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont (via
teleconference), Andrea Germini (via teleconference), Yi Liu (via
teleconference), Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests. For further details on
the outcome of the screening please refer to Annex |, annex to the present minutes.

4. Discussions

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application. Further clarification from the applicant has
been asked and discussion is needed.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application. Further clarification from the applicant has
been asked and discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)
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https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_611_229_0_-1_47/http%3B/bea-aps.efsa.eu.int%3B11930/collab/do/document/overview?projID=140289

The Working Group discussed the application and the additional information. Further
clarification from the applicant has been asked and discussion is needed.

EFSA/GMO/CZ/2008/54 ( MON88017 maize)

The Working Group discussed the application and the additional information. Further
discussion is needed.

EFSA/GMO/NL/2010/78 (MON87705 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2009/70 (MON87460 maize)

The Working Group discussed the application and the additional information. Further
clarification from the applicant and discussion is needed.

EFSA/GMO/DE/2008/63 (H7-1 Sugarbeet)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2010/80 (NK603 x T25 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2010/82 (MIR162 Maize)

The Working Group discussed the application and the additional information. Further
clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2009/76 (MON 87769 Soybean)

The Working Group discussed the application and the additional information. Further
discussion is needed.

EFSA /GMO/UK/2005/09 & RX MON531xMON1445 (MON531xMON1445 Cotton)
The Working Group discussed the applications. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 14-15 December
2010 in Parma.



https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=140308&folderID=208855
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=329694&folderID=329699
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_74667_229_0_-1_47/http%3B/bea-aps.efsa.eu.int%3B11930/collab/do/document/overview?projID=229452
https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=508825&folderID=508830

Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO applications EFSA-GMO-UK-2009-76 and EFSA-GMO-DE-2008-63 for her National
Authority. In accordance with EFSA’s Policy on Declarations of Interests and
Implementing documents thereof, and taking into account the specific matters discussed
at the meeting in question, the interest above was deemed to represent a conflict of
Interest (level C). Pursuant to EFSA’s Procedure on Identifying and Handling Declarations
of Interest, the said expert as per point C.lIl.b" is excluded from participating in EFSA
activities concerned by the potential conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf
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GMO UNIT

Parma, 5 November 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 29" meeting of the Working Group on Food and Feed Safety
Berlin, 13-14 October 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 5™ November 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel (first
day only), Eva Gelencser, Gijs Kleter, Harry Kuiper, Anke Meisner,
Annette Poeting, Willem Seinen, llona Kryspin Sorensen, Atte Von
Wright and Jean-Michel Wal.

Hearing Experts None
Observers (eg.EC) None
EFSA: Anna Christodoulidou (via teleconference), Antonio Fernandez

Dumont (via teleconference), Andrea Germini, Yi Liu, Claudia
Paoletti and Ellen Van Haver (via teleconference).
1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests. For further details on
the outcome of the screening please refer to Annex I, annex to the present minutes.

4. Discussions

EFSA/GMO/NL/2010/78 (MON87705 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2009/70 (MONS7460 maize)
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The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/DE/2010/82 (MIR162 maize)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/DE/2008/63 (H7-1 sugarbeet)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2008/57 & RX-MON15985 (MON15985 cotton)

The Working Group discussed the additional information. The dossier will proceed to
finalisation.

RX-MON531 & RX-MON1445 (cotton)

The Working Group discussed the additional information. The dossiers will proceed to
finalisation.

EFSA/GMO/BE/2009/79 (MON87701 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2009/76 (MON87769 soybean)

The Working Group discussed the application and the additional information. Further
discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 17-18 November
2010 in Brussels.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO applications EFSA-GMO-UK-2009-76 and EFSA-GMO-DE-2008-63 for her National
Authority. In accordance with EFSA’s Policy on Declarations of Interests and
Implementing documents thereof, and taking into account the specific matters discussed
at the meeting in question, the interest above was deemed to represent a conflict of
Interest (level C). Pursuant to EFSA’s Procedure on Identifying and Handling Declarations
of Interest, the said expert as per point C.llIl.b* is excluded from participating in EFSA
activities concerned by the potential conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf




GMO UNIT

Parma, 29" September 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 28" meeting of the Working Group on Food and Feed Safety
Parma, 15-16 September 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 05" October 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter (teleconference), Harry Kuiper, llona Kryspin
Sorensen, Annette Poeting, Willem Seinen, Derek Stewart, Jean-
Michel Wal and Atte Von Wright .

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom and Anke

Meisner.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the

beginning of this meeting.
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4. Discussions

EFSA/GMO/UK/2005/09 & RX-MON531 x MON1445 Cotton

The Working Group discussed the application. Further discussion is needed.
EFSA/GMO/UK/2007/43 (356043 Soybean)

The Working Group discussed the application. Further clarification from the applicant and

discussion are needed.
EFSA/GMO/NL/2007/45 (305423 Soybean)

The Working Group discussed the application. Further clarification from the applicant and

discussion are needed.
EFSA/GMO/NL/2007/46 (T25 Maize)

The Working Group discussed the application. Further clarification from the applicant and

discussion are needed.
EFSA/GMO/UK/2008/53 (98140 Maize)

The Working Group discussed the additional information. Further clarification from the

applicant and discussion are needed.

EFSA/GMO/UK/2008/57 & RX-MON15985 Cotton

The Working Group discussed the additional information. Further discussion is needed.
EFSA/GMO/UK/2009/76 (MON87769 Soybean)

The Working Group discussed the application. Further clarification from the applicant and

discussion are needed.
EFSA/GMO/BE/2010/79 (MON87701 Soybean)

The Working Group discussed the additional information. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 13-14 October
2010 in Berlin.




GMO UNIT

Parma, 15 July 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 27" meeting of the Working Group on Food and Feed Safety
Parma, 7-8 July 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 7" and 8™ July 2010

Participants

WG Experts Christer Andersson, Paul Brantom (only second day via
teleconference), Gerhard Flachowsky, Eva Gelencser, Gijs Kleter
(via teleconference), Harry Kuiper, Anke Meisner, Willem Seinen,
Derek Stewart, Atte Von Wright and Jean-Michel Wal.

Hearing Experts None
Observers (eg.EC) None
EFSA: Anna Christodoulidou, Andrea Germini, Yi Liu, Claudia Paoletti and

Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Thomas Frenzel, llona
Kryspin Sorensen and Annette Poeting.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests. For further details on
the outcome of the screening please refer to Annex I, annex to the present minutes.

4. Discussions

EFSA/GMO/UK/2005/09 (MON531 x MON1445 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)
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The Working Group discussed the application. Further discussion and clarifications from the
applicant are needed.

EFSA/GMO/UK/2009/76 (MON87769 soybean)

The Working Group discussed the application. Further discussion and clarifications from the
applicant are needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 15-16 September
2010 in Parma.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA-GMO-UK-2009-76 for her National Authority. In accordance with
EFSA’s Policy on Declarations of Interests and Implementing documents thereof, and
taking into account the specific matters discussed at the meeting in question, the interest
above was deemed to represent a conflict of Interest (level C). Pursuant to EFSA’s
Procedure on Identifying and Handling Declarations of Interest, the said expert as per
point C.IIl.b* is excluded from participating in EFSA activities concerned by the potential
conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf




GMO UNIT

Parma, 2™ July 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 26™ meeting of the Working Group on Food and Feed Safety
Copenhagen, 16-17 June 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 16" and 17" June 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Harry Kuiper, llona Kryspin Sorensen, Anke Meisner,
Annette Poeting, Willem Seinen, Derek Stewart, Jean-Michel Wal
and Atte Von Wright (only the second day).

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Yi Liu, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Gijs
Kleter and and Atte Von Wright (only the first day).
2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests. For further details on
the outcome of the screening please refer to Annex |, annex to the present minutes.

4. Discussions

EFSA/GMO/UK/2007/43 (356043 soybean)
The Working Group discussed the application. Further discussion is needed.
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EFSA/GMO/UK/2005/09 (MON531 x MON1445 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/CZ/2008/62 (MON89034 x 1507 x MON88017 x 59122 Maize)
The Working Group discussed the spontaneous additional information. The Food Feed
section of the opinion will proceed to finalisation.

EFSA/GMO/DE/2008/63 (H7-1 Sugarbee)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2009/76 (MON87769 soybean)
The Working Group discussed the application. Further discussion is needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 7-8 July 2010 in
Parma.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA-GMO-UK-2009-76 for her National Authority. In accordance with
EFSA’s Policy on Declarations of Interests and Implementing documents thereof, and
taking into account the specific matters discussed at the meeting in question, the interest
above was deemed to represent a conflict of Interest (level C). Pursuant to EFSA’s
Procedure on Identifying and Handling Declarations of Interest, the said expert as per
point C.IIl.b" is excluded from participating in EFSA activities concerned by the potential
conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf
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GMO UNIT

Parma, 18" June 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the preparatory meeting of the Working Group on Food and Feed Safety
Web Conference, 15 June 2010
EFSA / GMO / Food and Feed Safety

Agreed by the attendants on 21 June 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky
Hearing Experts None

Observers (eg.EC) None

EFSA: Andrea Germini

1. Welcome and apologies

The EFSA staff welcomed the participants. No apologies were received

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussion

EFSA/GMO/UK/2009/76 (MON87769 soybean)

The experts discussed sections of the draft text of the opinion and proposed issues to be
brought to the attention of the FF WG members during the upcoming WG meeting.
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GMO UNIT

Parma, 30 June 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 25" meeting of the Working Group on Food and Feed Safety
Web conference, 22-23 April 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 30 June 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Eva Gelencsér, Gijs
Kleter, Harry Kuiper, llona Kryspin Sorensen, Anke Meisner,
Annette Poeting, Willem Seinen, Derek Stewart and Jean-Michel
Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Yi Liu, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Thomas Frenzel, Paul
Brantom and Atte Von Wright.

2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests. For further details on
the outcome of the screening please refer to Annex |, annex to the present minutes.

4. Discussions

EFSA/GMO/NL/2005/16 (281-24-236 x 3006-210-23 Cotton)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2006/43 (356043 Soybean)
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The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/UK/2008/53 (98140 Maize)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/CZ/2008/62 (MON89034 x 1507 x MON88017 x 59122 Maize)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2009/65 (MON89034 x 1507 x NK603 Maize)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/NL/2009/70 (MON87460 Maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2009/73 (MON87701 x MONB89788 Soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2009/76 (MON87769 Soybean)

The Working Group discussed the application. Further discussion is needed.

RX-MON531 Cotton
The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

RX-MON1445 Cotton
The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2005/09 & RX-MON531 x MON1445 Cotton

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 16-17 June 2010
in Copenhagen.




Annex |

INTERESTS AND ACTIONS RESULTING FROM THE SCREENING OF ADOI OR SDOIS

CONFLICT LEVEL C: In the ADol or in the SDol filled for the present meeting, Dr. Anke
Meisner declared the following additional interest: she provided scientific advice on the
GMO application EFSA-GMO-UK-2009-76 for her National Authority. In accordance with
EFSA’s Policy on Declarations of Interests and Implementing documents thereof, and
taking into account the specific matters discussed at the meeting in question, the interest
above was deemed to represent a conflict of Interest (level C). Pursuant to EFSA’s
Procedure on Identifying and Handling Declarations of Interest, the said expert as per
point C.IIl.b" is excluded from participating in EFSA activities concerned by the potential
conflict in question.

! Implementing act to the policy on declaration of interests procedure for identifying and handling potential conflicts of
interest. http://www.efsa.europa.eu/en/keydocs/docs/doiconflicts.pdf
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GMO UNIT

Parma, 30 March 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 24™ meeting of the Working Group on Food and Feed Safety
Brussels, 24-25 March 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 7 April 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Harry Kuiper, llona Kryspin Sorensen, Anke Meisner,
Annette Poeting, Willem Seinen, Derek Stewart, Jean-Michel Wal
and Atte Von Wright

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Yi Liu, Claudia
Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom and Gijs
Kleter.
2, Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/UK/2005/09 & RX-MON531 x MON1445 Cotton

The Working Group discussed additional information. Further discussion is needed.
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EFSA/GMO/NL/2005/16 (281-24-236 x 3006-210-23 cotton)

The Working Group discussed the additional information. The Food Feed section of the
opinion will proceed to finalisation.

EFSA/GMO/UK/2006/34 (3272 Maize)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/NL/2006/43 (306043 Soybean)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/NL/2007/48 (MIR604 x GA21 Maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/UK/2007/50 (Bt11 x MIR604 Maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/NL/2008/53 (98140 maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/UK/2008/56 (Bt11 x MIR604 x GA21 Maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/60 (GA21 Maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/CZ/2008/62 (MON89034 x 1507 x MON88017 x 59122 Maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2009/65 (MON89034 x 1507 x NK603 Maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/NL/2009/70 (MON 87460 Maize)

The Working Group discussed the application. Further discussion is needed.



https://sciencenet.efsa.europa.eu/portal/server.pt/gateway/PTARGS_32_0_229_0_-1_47/http;/bea-aps.efsa.eu.int;11930/collab/do/document/overview?projID=329694&folderID=329699

EFSA/GMO/NL/2009/73 (MON87701 x MON89788 Soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

RX-MON531 Cotton

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 22-23 April 2010
in Parma.




GMO UNIT

Parma, 03 March 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 23 meeting of the Working Group on Food and Feed Safety
Parma, 18-19 February 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 3 March 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Eva
Gelencser, Gijs Kleter, Harry Kuiper, llona Kryspin Sorensen, Anke
Meisner, Annette Poeting, Willem Seinen, Jean-Michel Wal and
Atte Von Wright

Hearing Experts None
Observers (eg.EC) None
EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom and Derek
Stewart.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/UK/2006/34 (3272 Maize)
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The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/NL/2007/45 (305423 Soybean)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/NL/2009/65 (MON89034 x 1507 x NK603 Maize)

The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/UK/2008/56 (Bt1ll x MIR604 x GA21 Maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2007/48 (MIR604 x GA21 Maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/UK/2007/50 (Bt1ll x MIR604 Maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/UK/2008/57& RX-MON15985 Cotton

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/NL/2009/70 (MON 87460 Maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2009/73 (MON87701 x MONB89788 Soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

RX-MON21445 Cotton

The Working Group discussed additional information. The Food Feed section of the opinion
will proceed to finalisation.

RX-MON531 Cotton

The Working Group discussed additional information. The Food Feed section of the opinion
will proceed to finalisation.




5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 24-25 March
2010 in Brussels.




GMO UNIT

Parma, 22nd January 2010

SCIENTIFIC PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 22" meeting of the Working Group on Food and Feed Safety
Parma, 14-15 January 2010
EFSA / GMO / Food and Feed Safety

Agreed by the WG on 22" January 2010

Participants

WG Experts Christer Andersson, Gerhard Flachowsky, Gijs Kleter (Chair), llona
Kryspin Sorensen, Annette Poeting, Willem Seinen, Atte Von
Wright and Jean-Michel Wal.

Hearing Experts None

Observers (eg.EC) None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Yi Liu, Claudia
Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Andrea
Germini, Harry Kuiper and Thomas Frenzel.
2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues
discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4, Discussions

EFSA/GMO/UK/2005/09 (MON 531 x MON 1445 cotton)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.
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EFSA/GMO/NL/2005/24 (40-3-2 soybean)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/UK/2008/56 (Bt11 x MIR604 x GA21 maize)
The Working Group discussed the additional information. Further discussion is needed.

EFSA/GMO/DE/2009/66 (Bt11 x MIR162 x MIR604 x GA21 maize)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.

EFSA/GMO/DE/2009/67 (Bt11 x MIR162 x GA21 maize)

The Working Group discussed the additional information. Further clarification from the
applicant and discussion are needed.
5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 18-19 February
2010 in Parma.




GMO UNIT

Parma, 22 January 2010
PANEL ON GMO’s
Minutes of the Preparatory Meeting of the Working Group on Food and Feed Safety
Web conference, 11 January 2010
(Adopted on 22 January 2010)

Participants

WG Experts: Gijs Kleter, llona Kryspin-Sorenson, Thomas Frenzel

Observers (eg.EC): None

EFSA: Yi Liu

1. Welcome and apologies

The EFSA staff opened the meeting, apology from Harry Kuiper.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues

discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions
EFSA/GMO/DE/2009/66 (Bt11 x MIR162 x MIR604 x GA21 Maize)
EFSA/GMO/DE/2009/67 (Bt11 x MIR162 x GA21 Maize)

Response documents were discussed. Further discussion items were prepared for the
coming FF Working Group meeting.
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GMO UNIT

Parma, 17 December 2009
PANEL ON GMO’s
Minutes of the 21° meeting of the Working Group on Food and Feed Safety
Parma, 16-17 December 2009
(adopted by the WG on 17" December 2009)

Participants

WG Experts: Christer Andersson, Paul Brantom, Gerhard Flachowsky, Gijs Kleter, llona
Kryspin Sorensen, Harry Kuiper, Annette Poeting, Willem Seinen, Atte
Von Wright and Jean-Michel Wal.

Observers (eg.EC): None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea Germini, Yi
Liu, Claudia Paoletti and Ellen Van Haver.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues

discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.
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4. Discussions
EFSA/GMO/NL/2007/39 (MON 89034 x MON 88017 maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2007/48 (MIR604 x GA21 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2007/50 (Bt11 x MIR604)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2008/56 (Bt11 x MIR604 x GA21 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/CZ/2008/62 (MON 89034 x 1507 x MON 88017 x 59122 maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

EFSA-GMO-RX-MON863 (MON 863 maize)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

RX-40-3-2 (40-3-2 soybean)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 14-15 January
2010.




GMO UNIT

Parma, 11 December 2009
PANEL ON GMO's
Minutes of the Preparatory Meeting of the Working Group on Food and Feed Safety
Web conference, 11 December 2009
(Adopted on 11 December 2009)

Participants

WG Experts: Gijs Kleter

Observers (eg.EC): None

EFSA: Yi Liu

1. Welcome and apologies

The EFSA staff opened the meeting.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues

discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions
EFSA/GMO/CZ/2008/62 (MON89034 x 1507 x MON88017 x 59122 Maize)

The Food Feed section of the draft opinion and response to MS comments were prepared for
discussion in the coming Working Group meeting.
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GMO UNIT

Parma, 17 November 2009
PANEL ON GMO’s
Minutes of the 20" meeting of the Working Group on Food and Feed Safety
Bruxelles, 5 November 2009

(adopted by the WG on 20" November 2009)

Participants

WG Experts: Christer Andersson, Paul Brantom, Thomas Frenzel, Gijs Kleter, llona
Kryspin Sorensen, Harry Kuiper, Annette Poeting, Willem Seinen, Atte
Von Wright

Observers (eg.EC): None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Yi Liu, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Gerhard Flachowsky,
Jean-Michel Wal.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues

discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/NL/2005/24 and RX-40-3-2 (40-3-2 soybean)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.
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EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/DE/2008/63 (H7-1 sugarbeet)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on 16-17 December
20009.




Version 1.1

GMO UNIT

Parma, 27 October 2009
PANEL ON GMO’s
Minutes of the 19" meeting of the Working Group on Food and Feed Safety
Berlin, 13-14 October 2009
(adopted by the WG on 27th October 2009)

Participants

WG Experts: Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Gijs Kleter,
llona Kryspin Sorensen, Harry Kuiper, Annette Poeting, Willem Seinen,
Jean-Michel Wal, Atte Von Wright

Observers (eg.EC): None

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Yi Liu, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

In accordance with EFSA’s Policy on Declarations of Interests, EFSA screened the Annual
Declaration of interest (ADol) and Specific Declaration of interest (SDol) filled in by the
experts invited for the present meeting. No conflicts of interests related to the issues

discussed in this meeting have been identified during the screening process or at the
beginning of this meeting.

4. Discussions

EFSA/GMO/RX/MON863xMON810 (MON863x MON810 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.
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EFSA/GMO/RX/MON863xNK603 (MON863x NK603 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2005/17 (1507x NK603 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2009/65 (MON89034x 1507x NK603 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2007/39 (MON89034x MON88017 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2005/16 (281-24-236x 3006-210-23 cotton)

The Working Group discussed the application. The Food Feed section of the opinion will
proceed to finalisation.

5. Next meeting date

The next EFSA GMO Food Feed working group meeting will take place on the 5" of
November 2009.




GMO UNIT

Parma, 11 September 2009
PANEL ON GMO’s
Minutes of the 18" meeting of the Working Group on Food and Feed Safety
Rome, 2-3 September 2009

(adopted by the WG on 22" September 2009)

Participants

WG Experts: Christer Andersson, Paul Brantom, Gijs Kleter, llona Kryspin Sorensen,
Harry Kuiper, Willem Seinen, Jean-Michel Wal, Atte Von Wright

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Yi Liu, Claudia Paoletti

European Commission: none

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Gerhard Flachowsky,
Thomas Frenzel, Annette Poeting.

2. Adoption of agenda
The agenda was adopted without changes.
3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests.

With regard to the ADol, SDol and this meeting no other interest than those already declared
in the ADol or in a previous SDol and screened by EFSA in accordance with its Policy on
Declarations of Interests and implementing documents thereof was declared by the experts.
4, Discussions

EFSA/GMO/UK/2005/17 (1507 x NK603 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2007/39 (MON89034x MON88017 maize)
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The Working Group discussed the application. Further discussion is needed.
EFSA/GMO/NL/2007/46 (T25 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2007/48 (MIR604 x GA21)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2007/49 (Bt11 x GA21 maize)

The Working Group discussed the application. The application will go for finalization at the
next plenary meeting.

EFSA/GMO/UK/2007/50 (Bt11x MIR604 maize)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/UK/2008/56 (Bt11 x MIR604 maizex GA21)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2009/64 (BPS-CV127-9 Soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2009/65 (MON89034 x 1507 x NK603 maize)

The Working Group discussed the application. Further discussion is needed.




GMO UNIT

Parma, 27 July 2009

PANEL ON GMO’s

Minutes of the 17" meeting of the Working Group on Food and Feed Safety
Copenhagen, 15-16 July 2009

(adopted by the WG on 30 July 2009)

Participants

WG Experts: Thomas Frenzel, llona Kryspin Sorensen, Gerhard Flachowsky, Gijs
Kleter, Harry Kuiper, Annette Poeting, Jean-Michel Wal, Atte Von Wright

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Andea Gemini, Liu Yi

European Commission:

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Christer
Andersson, Willem Seinen.

2. Adoption of agenda

The agenda was adopted without changes.
3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests.

With regard to the ADol, SDol and this meeting no other interest than those already declared
in the ADol or in a previous SDol and screened by EFSA in accordance with its Policy on
Declarations of Interests and implementing documents thereof was declared by the experts.

4. Discussions

EFSA/GMO/NL/2007/39 (MON 89034 x MON 88017 maize)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2008/60 (GA21 Maize)
The Working Group discussed the application and the draft opinion. Further clarification from
the applicant and discussion are needed.

EFSA/GMO/UK/2007/48 (MIR604 x GA21 maize)

The Working Group discussed the application and the draft opinion. Further clarification from
the applicant and discussion are needed.
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EFSA/GMO/UK/2007/50 (Bt11 x MIR604 maize)

The Working Group discussed the application and the draft opinion. Further clarification from
the applicant and discussion are needed.

EFSA/GMO/UK/2008/56 (Bt11 x MIR604 maizex GA21)
The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.

EFSA/GMO/NL/2007/46 (T25 maize)
The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2007/49 (Bt11 x GA21 maize)
The Working Group discussed the application and the draft opinion. Further discussion is
needed.

EFSA/GMO/RX/MON531 (MON531 maize)
The Working Group discussed the application and the draft opinion. Further clarification from
the applicant and discussion are needed.

EFSA/GMO/RX/MON1445 (MON1445 maize)
The Working Group discussed the application and the draft opinion. Further clarification from
the applicant and discussion are needed.

EFSA/GMO/CZ/2008/62 (MON89034x1507xMON88017x59122 maize)
The Working Group discussed the application, the additional information and the draft
opinion. The Food Feed section of the opinion will proceed to finalisation.

EFSA/GMO/NL/2007/38 (MON89034xNK603 maize)
The Working Group discussed the application and the draft opinion. The Food Feed section
of the opinion will proceed to finalisation.




GMO UNIT

Parma, 9 July 2009

PANEL ON GMO’s

Minutes of the Mini Working Group on Food and Feed Safety
Utrecth, 6-7 July 2009

(adopted by the WG on 13 July 2009)

Participants
WG Experts: Willem Seinen
EFSA staff: Andrea Gemini

European Commission: NO

1. Welcome and apologies

The WG expert opened the meeting.

2, Adoption of agenda

The agenda was adopted without changes.
3. Declarations of interest

EFSA secretariat screened the ADol and SDol filled in by the scientific expert invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests.

With regard to the ADol, SDol and this meeting no other interest than those already declared
in the ADol or in a previous SDol and screened by EFSA in accordance with its Policy on
Declarations of Interests and implementing documents thereof was declared by the expert.

4, Discussions

RX-MON531 cotton

The Working Group discussed the application and drafted text for the scientific opinion.
Further discussion is needed.

RX-MON1445 cotton
The Working Group discussed the answers received from the applicant and drafted text for
the scientific opinion. Further discussion is needed.

EFSA/GMO/UK/2007/41 (MON88913)
The Working Group discussed the application and the draft opinion.
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GMO UNIT

Parma, 30 June 2009

PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 16" meeting of the Working Group on Food and Feed
Parma, 9 and 10 June 2009

(adopted by the WG on 25 June 2009)

Participants

WG Experts: Christer Andersson, Paul Brantom, Gerhard Flachowsky, llona
Kryspin Sorensen, Gijs Kleter, Harry Kuiper, Annette Poeting,
Jean-Michel Wal, Willem Seinen

European Commission: none
EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea
Germini, Yi Liu, Claudia Paoletti, Ellen Van Haver
1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest
EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests.

With regard to the ADol, SDol and this meeting no other interest than those already declared
in the ADol or in a previous SDol and screened by EFSA in accordance with its Policy on
Declarations of Interests and implementing documents thereof was declared by the experts.

4. Discussions
EFSA/GMO/UK/2005/09 (MON 531 x MON 1445 cotton)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/NL/2008/52 (A5547-127 soybean)

The Working Group discussed the application. Further clarification from the applicant and
discussion are needed.
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EFSA/GMO/DE/2009/66 (Bt11xMIR162xMIR604xGA21 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/DE/2009/67 (Bt11xMIR162xGA21 maize)

The Working Group discussed the application. Further discussion is needed.

EFSA/GMO/UK/2005/11 (MIR604 maize)

The Working Group discussed the application. The application will go for finalization at the
next plenary meeting.

EFSA/GMO/CZ/2006/33 (MON88017xMON810 maize)

The Working Group discussed the application. The application will go for finalization at the
next plenary meeting.

EFSA/GMO/NL/2007/46 (T25 maize)

The application 46 was not discussed due to time constriction. It will be discussed at the next
Working Group meeting.

EFSA/GMO/UK/2008/56 (Bt11xMIR604xGA21 maize)

The application 46 was not discussed due to time constriction. It will be discussed at the next
Working Group meeting.
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GMO UNIT

Parma, 5 May 2009

PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 15™ meeting of the Working Group on Food and Feed
Parma, 28-29 April 2009

(adopted by the WG on 18 May 2009)

Participants

WG Experts: Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, llona
Kryspin Sorensen, Gijs Kleter, Harry Kuiper, Annette Poeting,
Jean-Michel Wal

European Commission: none

EFSA: Andrea Germini, Antonio Fernandez Dumont, Yi Liu

1. Welcome and apologies
The Chair welcomed the participants. Apologies were received from Paul Brantom and
Willem Seinen.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest
EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests.

With regard to the ADol, SDol and this meeting no other interest than those already declared
in the ADol or in a previous SDol and screened by EFSA in accordance with its Policy on
Declarations of Interests and implementing documents thereof was declared by the experts.

4. Discussions

EFSA/GMO/UK/2005/09 (MON 531 x MON 1445 cotton)

The Working Group discussed the application (question number EFSA-Q-2005-012). Further
discussion is needed.

EFSA/GMO/UK/2005/11 (MIR604 maize)

The Working Group discussed the application (question number EFSA-Q-2005-046). Further
discussion is needed.
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EFSA/GMO/NL/2005/16 (281-24-236/3006-210-23 cotton)

The Working Group could not discuss the application (question number EFSA-Q-2005-124),
due to lack of time. Answers are expected from the applicant.

EFSA/GMO/UK/2007/49 (Bt11xGA21 maize)

The Working Group discussed the application (question number EFSA-Q-2007-195). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application (question number EFSA-Q-2008-301). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2008/57 (MON15985 Cotton)

The Working Group discussed the application (question number EFSA-Q-2008-385). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2008/58 (MON15985 x MON1445 Cotton)

The application was not discussed due to lack of time.

EFSA/GMO/UK/2008/60 (GA21 Maize)

The Working Group discussed the application (question number EFSA-Q-2008-481). Further
discussion is needed.

EFSA/GMO/CZ/2008/62 (MON89034 x 1507 x MONB88017 x 59122 maize)

The Working Group discussed the application (question number EFSA-Q-2008-764). Further
clarification from the applicant and discussion are needed.

EFSA-GMO-RX-GT 73 Oilseed rape

The Working Group discussed the renewal (question numbers EFSA-Q-2007-149). Further
discussion is needed.
EFSA-GMO-RX-MON863xMON810 and EFSA-GMO-RX-MON863xNK603

The Working Group discussed the renewals (question numbers EFSA-Q-2007-161 & EFSA-
Q-2007-162). Further discussions are needed.
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GMO UNIT

Parma, 31 March 2009

PANEL ON GENETICALLY MODIFIED ORGANISMS

Minutes of the 14™ meeting of the Working Group on Food and Feed
Parma, 18-19 March 2009

(adopted by the WG on 31 March 2009)

Participants

WG Experts: Christer Andersson, llona Kryspin Sorensen, Gijs Kleter, Harry
Kuiper, Annette Poeting, Willem Seinen, Jean-Michel Wal

European Commission: none

EFSA: Andrea Germini, Anna Christodoulidou, Antonio Fernandez
Dumont, Claudia Paoletti, Ellen Van Haver, Yi Liu

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Gerhard Flachowsky,

Paul Brantom, Thomas Frenzel.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest
EFSA secretariat screened the ADol and SDol filled in by the scientific experts invited at this
meeting in accordance with EFSA’s Policy on Declarations of Interests.

With regard to the ADol, SDol and this meeting no other interest than those already declared
in the ADol or in a previous SDol and screened by EFSA in accordance with its Policy on
Declarations of Interests and implementing documents thereof was declared by the experts.

4, Discussions
EFSA/GMO/UK/2005/09 (MON 531 x MON 1445 cotton)

The Working Group discussed the application (question number EFSA-Q-2005-012). Further
discussion is needed.
EFSA/GMO/NL/2005/15 (1507x59122 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-123). The FF section of the opinion will proceed to finalization.
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EFSA/GMO/NL/2005/16 (281-24-236/3006-210-23 cotton)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-124). Answers are expected from the applicant. Further discussion is needed.

EFSA/GMO/UK/2005/21 (59122x1507xNK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-248). The FF section of the opinion will proceed to finalization.
EFSA/GMO/CZ/2006/33 (MON88017 x MON810 maize)

The Working Group discussed the application (question number EFSA-Q-2006-020). Further
discussion is needed.

EFSA/GMO/NL/2007/39 (MON89034xMONB88017)

The Working Group discussed the application (question number EFSA-Q-2007-056). Further
discussion is needed.

EFSA/GMO/UK/2007/49 (Bt11xGA21 maize)

The Working Group discussed the application (question number EFSA-Q-2007-195). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2008/52 (A5547-127 soybean)

The Working Group discussed the application (question number EFSA-Q-2008-290). Further
discussion is needed.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application (question number EFSA-Q-2008-301). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/CZ/2008/62 (MON89034 x 1507 x MON88017 x 59122 maize)

The Working Group discussed the application (question number EFSA-Q-2008-764). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/RX/MON531 (MON531 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-151). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/RX/MON1445 (MON1445 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-143). Further
clarification from the applicant and discussion are needed.




GMO UNIT

Parma, 6 March 2009

PANEL ON GMO'’s

Minutes of the 13™ meeting of the Working Group on Food and Feed
Brussels, 19-20 February 2009

(adopted by the WG on 6 March 2009)

Participants

WG Experts: Christer Andersson, Thomas Frenzel, llona Kryspin Sorensen, Gerhard
Flachowsky, Gijs Kleter, Harry Kuiper, Annette Poeting, Willem Seinen,
Jean-Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Claudia Paoletti, Liu Yi

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

No declarations of interest to report
4. Discussions
EFSA/GMO/NL/2008/51 (GHB614 cotton)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2008-016). The FF section of the opinion will proceed to finalization.
EFSA/GMO/NL/2006/31 (LY038 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2006-018). Further clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2005/21 (59122x1507xNK603 maize)

The Working Group discussed the application (question number EFSA-Q-2005-248). Further
discussion is needed.
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EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application draft opinion (question number EFSA-Q-2007-
164). The FF section of the opinion will proceed to finalization.

EFSA/GMO/UK/2008/53 (98140 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2008-301). Further discussion is needed.

EFSA/GMO/UK/2007/49 (Bt11xGA21 maize)

The Working Group discussed the application (question number EFSA-Q-2007-195). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2005/15 (1507x59122 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-123). The FF section of the opinion will proceed to finalization.
EFSA/GMO/NL/2005/16 (281-24-236/3006-210-23 cotton)

The Working Group could not discuss the application (question number EFSA-Q-2005-124),
due to the lack of time.

EFSA/GMO/RX/MON531 (MON531 cotton)

The Working Group could not discuss the application (question number EFSA-Q-2007-151),
due to the lack of time.

EFSA/GMO/RX/MON1445 (MON1445 cotton)

The Working Group could not discuss the application (question number EFSA-Q-2007-143),
due to the lack of time.

EFSA/GMO/NL/2008/52 (A5547-127 soybean)

The Working Group discussed the application (question number EFSA-Q-2008-290). Further
discussion is needed.

5. SAFEGUARD CLAUSES

The Working Group finalized the draft opinion of Safeguard clauses on MON863 maize
(question number EFSA-Q-2008-742), on Ms8xRf3 oilseed rape (question number EFSA-Q-
2008-743), on GT73 oilseed rape (question number EFSA-Q-2008-315).




GMO UNIT

Parma, 30 January 2009

PANEL ON GMO’s

Minutes of the 12" meeting of the Working Group on Food and Feed
Parma, 14-16 January 2009

(adopted by the WG on 27 January 2009)

Participants

WG Experts: Christer Andersson, llona Kryspin Sorensen, Gerhard Flachowsky, Gijs
Kleter, Harry Kuiper, Annette Poeting, Willem Seinen, Jean-Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea Germini,
Claudia Paoletti, Liu Yi

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom and
Thomas Frenzel.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest
No declarations of interest to report

4. Next WG will be in Brussels, 19-20 February
5. Discussions

EFSA/GMO/NL/2006/31 (LY038 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2006-018). The FF section of the opinion will be further discussed.

EFSA/GMO/UK/2005/21 (59122x1507xNK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-248). Further discussion is needed.

EFSA/GMO/RX/Bt11 (Bt11l maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2007-146). The FF section of the opinion will proceed to finalization.
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EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application draft opinion (question number EFSA-Q-2007-
164). Further discussion is needed.

EFSA/GMO/RX/MON863xMON810 (MON863xMON810 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2007-161). Further clarification from the applicant and discussion are needed.
EFSA/GMO/RX/MON863xXNK603 (MON863XNK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2007-162). Further clarification from the applicant and discussion are needed.

EFSA/GMI/NL/2005/22 (NK603 maize)
The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-249). The FF section of the opinion will proceed to finalization.

EFSA/GMO/CZ/2005/27 (MON88017 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-280). Further clarification from the applicant and discussion are needed.
EFSA/GMO/NL/2008/52 (A5547-127 soybean)

The Working Group discussed the application (question number EFSA-Q-2008-290). Further
discussion is needed.

EFSA/GMO/UK/2007/49 — (Bt11xGA21 maize)

The Working Group discussed the application (question number EFSA-Q-2007-195). Further
discussion is needed.

EFSA/GMO/UK/2007/41 (MON88913 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-085). Further
clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2007/42 (MON88913xMON15985 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-086). Further
discussion is needed.

EFSA/GMO/NL/2005/15 (1507x59122 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2005-123). Further discussion is needed.

EFSA/GMO/NL/2007/38 (MON89034xNK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2007-046). Further clarification from the applicant and discussion are needed.
EFSA/GMO/UK/2005/09 (MON531xMON1445 cotton)

The Working Group discussed the application (question number EFSA-Q-2005-012). Further
discussion is needed.




EFSA/GMO/RX/MON531xMON1445 (MON531xMON1445 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-152). Further
discussion is needed.

EFSA/GMO/RX/MON531 (MON531 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-151). Further
discussion is needed.

EFSA/GMO/RX/MON1445 (MON1445 cotton)

The Working Group discussed the application (question number EFSA-Q-2007-143). Further
discussion is needed.

6. SAFE GUARD CLAUSES

The WG appointed one expert as the FF WG contact point for safeguard clauses. Further
discussion on safeguard clauses is foreseen in the next future.

7. NEW GD — DISCUSSION ON PUBLIC COMMENTS

The FF WG discussed part of the public comments received on the following issues: field trail
design, compositional analysis, stacks, choice of comparators. Comments related to the
statistical analysis will be discussed during the next statistics WG meeting.




GMO UNIT

Parma, 30 January 2009

PANEL ON GMO’s

Minutes of the 11" 2008 meeting of the Working Group on Food and Feed
Ispra, 10-11 December 2008

(adopted by the WG on 27 January 2009)

Participants

WG Experts: Christer Andersson, llona Kryspin Sorensen, Gerhard Flachowsky,
Gijs Kleter, Harry Kuiper, Annette Poeting, Willem Seinen, Jean-
Michel Wal

EFSA: Anna Christodoulidou, Antonio Fernandez Dumont, Andrea

Germini, Yi Liu, and Claudia Paoletti.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Thomas Frenzel, Paul
Brantom.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest
No declarations of interest to report

4. Next WG meeting
Next WG meeting will be in Parma, 14-16 January 2009
5. Discussions
EFSA/GMO/NL/2006/31 (LY038 maize)
The Working Group discussed the application and the draft opinion (question number EFSA-

Q-2006-018). The FF section of the opinion will be further discussed.

EFSA/GMO/NL/2006/32 (LY038 x MON810 maize)
The Working Group did not discuss the application (question number EFSA-Q-2006-019).

EFSA/GMO/NL/2008/52 (A5547-127 soybean)
The Working Group did not discuss the application (question number EFSA-Q-2008-290).
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EFSA/GMO/RX/MON810 (MON810 maize)
The Working Group discussed the application (question number EFSA-Q-2007-164). Further
discussion is needed.

EFSA/GMO/RX/Bt11 (Bt11l maize)
The Working Group discussed the application and the draft opinion (question number EFSA-
Q-2007-146). Further discussion is needed.

EFSA/GMO/UK/2007/49 (Bt11xGAZ21 maize)
The Working Group did not discuss the application (question number EFSA-Q-2007-195).

EFSA/GMO/NL/2008/51 (GHB614 cotton)
The Working Group did not discuss the application (question number EFSA-Q-2008-016).

EFSA/GMO/UK/2007/41 (MON88913 cotton)
The Working Group did not discuss the application (question number EFSA-Q-2007-085).

EFSA/GMO/NL/2005/15 (1507x59122 maize)
The Working Group did not discuss the application (question number EFSA-Q-2005-123).

EFSA/GMO/UK/2005/21 (59122x1507xNK603 maize)
The Working Group did not discuss the application (question number EFSA-Q-2005-248).

6. GM animals working group

The WG discussed a list of potential experts to be contacted.

7. NEW GD — DISCUSSION ON PUBLIC COMMENTS

The WG discussed part of the public comments received on the following issues: toxicology,
nutritional, general.




GMO UNIT

Parma, 28 November 2008

PANEL ON GMOs

Minutes of the 10" 2008 meeting of the Working Group on Food and Feed
Brussels, 19-20-21 November 2008

(adopted by the WG on 28 November 2008)

Participants

WG Experts: Christer Andersson, Thomas Frenzel, llona Kryspin Sorensen, Gijs Kleter, Harry
Kuiper, Annette Poeting, Willem Seinen, Jean-Michel Wall

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Gerhard
Flachowsky.
2. Adoption of agenda

The agenda was adopted.

3. Declarations of interest

No declarations of interest to report

4, Discussions

EFSA/GMO/NL/2005/24 (40-3-2 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-251). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2007/37 (MON89034 Maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-042). The FF section of the opinion will proceed to finalisation.

EFSA/GMO/CZ/2005/27 (MON88017 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-280). The FF section of the opinion will need some clarifications before finalisation.
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EFSA/GMO/NL/2008/52 (A5547-127 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2008-290). Further discussion is needed.

EFSA/GMO/UK/2007/41 (MON88913 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-249). Further discussion is needed.

EFSA/GMO/NL/2005/15 (59122 x NK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-123). Further discussion is needed.

EFSA/GMO/NL/2006/31 (LY038 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2006-018). Further discussion is needed.

EFSA/GMO/RX/Bt11 (Bt11l maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-146). Further discussion is needed.

EFSA/GMO/NL/2008/51 (GHB614 cotton)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2008-016). Further discussion is needed.

EFSA/GMO/RX/MON863 (MONB863 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-144). The FF section of the opinion will proceed to finalisation.

EFSA/GMO/NL/2005/22 (NK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-249). Further discussion is needed.




GMO UNIT

Parma, 3 November 2008

PANEL ON GMOs

Minutes of the 9™ 2008 meeting of the Working Group on Food and Feed
Brussels, 22-23-24 October 2008

(adopted by the WG on 13 November 2008)

Participants

WG Experts: Christer Andersson, Paul Brantom, Illona Kryspin Sorensen, Gerhard
Flachowsky, Gijs Kleter, Harry Kuiper, Annette Poeting, Willem Seinen, Jean-
Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Thomas
Frenzel.

2. Adoption of agenda

The agenda was adopted.

3. Declarations of interest

No declarations of interest to report

4, Discussions

EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-164). Further clarification from the applicant and discussion are needed.

EFSA/GMO/CZ/2005/27 (MON88017 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-280). The FF section of the opinion will proceed to finalisation.

EFSA/GMO/UK/2005/20 (59122 x NK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-245). The FF section of the opinion will proceed to finalisation.
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EFSA/GMO/NL/2005/22 (NK603 maize)

The Working Group discussed the application and the draft opinion (question
2005-249). Further discussion is needed.

EFSA/GMO/NL/2007/37 (MON89034 Maize)

The Working Group discussed the application and the draft opinion (question
2007-042). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2005/15 (59122 x NK603 maize)

The Working Group discussed the application and the draft opinion (question
2005-123). Further discussion is needed.

EFSA/GMO/NL/2008/51 (GHB614 cotton)

The Working Group discussed the application and the draft opinion (question
2008-016). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/IGT73 (GT73 oilseed rape)

The Working Group discussed the application and the draft opinion (question
2007-149). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/1507 (1507 maize)

The Working Group discussed the application and the draft opinion (question
2007-144). The FF section of the opinion will proceed to finalization.

EFSA/GMO/RX/MS8-RF3 (MS8-RF3 oilseed rape)

The Working Group discussed the application and the draft opinion (question
2007-159). The FF section of the opinion will proceed to finalization.

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-




GMO UNIT

Parma, 23 September 2008

PANEL ON GMOs

Minutes of the 8" 2008 meeting of the Working Group on Food and Feed
Parma, 17-18 September 2008

(adopted by the WG on 29 September 2008)

Participants

WG Experts: Christer Andersson, Paul Brantom, Illona Kryspin Sorensen, Gerhard
Flachowsky, Thomas Frenzel, Gijs Kleter, Harry Kuiper, Annette Poeting, Willem
Seinen, Jean-Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants.

2. Adoption of agenda

The agenda was adopted.

3. Declarations of interest

No declarations of interest to report

4. Discussions

EFSA/GMO/NL/2007/37 (MON89034 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-042). The FF section of the opinion will proceed to finalisation.

EFSA/GMO/UK/2005/20 (59122 x NK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-245). The FF section of the opinion will proceed to finalisation.

EFSA/GMO/UK/2005/21 (59122 x 1507 x NK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-248). Further clarification from the applicant and discussion are needed.
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EFSA/GMO/NL/2008/51 (GHB614 cotton)

The Working Group discussed the application and the draft opinion (question
2008-016). Further discussion is needed.

EFSA/GMO/RX/MS8-RF3 (MS8-RF3 oilseed rape)

The Working Group discussed the application and the draft opinion (question
2007-159). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/IGT73 (GT73 oilseed rape)

The Working Group discussed the application and the draft opinion (question
2007-149). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2006/31 (LY038 maize)

The Working Group discussed the application and the draft opinion (question
2006-018). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/1507 (1507 maize)

The Working Group discussed the application and the draft opinion (question
2007-144). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2005/22 (NK603 maize)

The Working Group discussed the application and the draft opinion (question
2005-249). Further discussion is needed.

EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application and the draft opinion (question
2007-164). Further discussion is needed.

EFSA/GMO/NL/2005/24 (40-3-2 soybean)

The Working Group discussed the application and the draft opinion (question
2005-251). Further discussion is needed.

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-




GMO UNIT

Parma,13 August 2008

PANEL ON GMOs

Minutes of the 7" 2008 meeting of the Working Group on Food and Feed
Brussels, 09-10 July 2008

(adopted by the WG on 18 July 2008)

Participants

WG Experts: Christer Andersson, llona Kryspin Sorensen, Thomas Frenzel, Gijs Kleter, Harry
Kuiper, Annette Poeting, Jean-Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont.

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Gerhard
Flachowsky, Willem Seinen.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

No declarations of interest to report

4. Discussions

EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-153). Further clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-087). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-122). Further clarification from the applicant and discussion are needed.

European Food Safety Authority  Largo N. Palli5/a « 1-43100 + Parma
Tel. +39 0521036111 « Fax +39 0521036110 -« info@efsa.europa.eu ¢ www.efsa.europa.eu



EFSA/GMO/RX/MON863 (MON863 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-144). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/MON863xMON810 (MON863xMON810 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-161). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/MONB863xNK603 (MON863xNK603 maize)

The Working Group discussed the application and the draft opinion (question humber EFSA-Q-
2007-162). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/Bt11 (Bt1l1l maize)

The Working Group discussed the application and the draft opinion (question humber EFSA-Q-
2007-146). The FF section of the opinion will proceed to finalisation.




GMO UNIT

Parma,8 August 2008

PANEL ON GMOs

Minutes of the 6™ 2008 meeting of the Working Group on Food and Feed
Brussels, 04-05 June 2008

(adopted by the WG on 05 June 2008)

Participants

WG Experts: Christer Andersson, Gerhard Flachowsky, Thomas Frenzel, Gijs Kleter, Harry
Kuiper, Annette Poeting, Willem Seinen, Jean-Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, llona Kryspin
Sorensen.

2. Adoption of agenda
The agenda was adopted without changes.

3. Declarations of interest

No declarations of interest to report

4. Discussions

EFSA/GMO/NL/2006/36 (MON89788 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2006-182). The FF section of the opinion will proceed to finalisation.

EFSA/GMO/NL/2005/28 (1507x59122 maize).

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2006-015). Further discussion is needed.

EFSA/GMO/NL/2007/37 (MON89034 Maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-042). Further clarification from the applicant and discussion are needed.
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EFSA/GMO/NL/2005/24 (40-3-2 soybean)

The Working Group discussed the application and the draft opinion (question
2005-251). Further discussion is needed.

EFSA/GMO/UK/2005/20 (59122xNK603 maize)

The Working Group discussed the application and the draft opinion (question
2005-247). Further clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2005/21 (59122x1507xNK603 maize)

The Working Group discussed the application and the draft opinion (question
2005-248). Further clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application and the draft opinion (question
2007-087). Further clarification from the applicant and discussion is needed.

EFSA/GMO/NL/2007/45 (305423 soybean)

The Working Group discussed the application and the draft opinion (question
2007-122). Further clarification from the applicant and discussion is needed.

EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application and the draft opinion (question
2007-153). Further discussion is needed.

EFSA/GMO/RX/MON863 (MONB863 maize)

The Working Group discussed the application and the draft opinion (question
2007-144). Further discussion is needed.

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-

number EFSA-Q-




GMO UNIT

Parma,16 May 2008

PANEL ON GMOs

Minutes of the 5™ 2008 meeting of the Working Group on Food and Feed
Parma, 14-15 May 2008

(adopted by the WG on 23 May 2008)

Participants

WG Experts: Christer Andersson, Thomas Frenzel, Gijs Kleter, llona Kryspin Sorensen, Harry
Kuiper, Willem Seinen

EFSA staff: Per Bergman, Anna Christodoulidou, Antonio Fernandez Dumont, Claudia
Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Annette
Poeting, Jean-Michel Wal.
2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

No declarations of interest to report

4, Discussions

EFSA/GMO/UK/2005/20 (59122xNK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-247). Further clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2005/21 (59122x1507xNK603 maize).

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-248). Further clarification from the applicant and discussion are needed.

EFSA/GMO/UK/2007/43 (356043 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-087). Further clarification from the applicant and discussion are needed.
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EFSA/GMO/UK/2007/45 (305423 soybean)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-122). Further discussion is needed.

EFSA/GMO/RX/MON810 (MON810 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-153). Further discussion is needed.

EFSA/GMO/NL/2005/22 (NK603 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-249). Further discussion is needed.

EFSA/GMO/RX/1507 (1507 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-144). Further discussion is needed.

Update of the EC Guidelines.

Further progress on the draft document was made which will be discussed at the next plenary
meeting.




GMO UNIT

Parma, 9 April 2008

PANEL ON GMOs

Minutes of the 4™ 2008 meeting of the Working Group on Food and Feed
Parma, 2-3 April 2008

(adopted by the WG on 23 May 2008)

Participants

WG Experts: Christer Andersson, Thomas Frenzel, Gijs Kleter, Harry Kuiper, Annette Poeting,
Willem Seinen, Jean-Michel Wal

EFSA staff: Anna Christodoulidou, Antonio Fernandez Dumont, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, llona Kryspin
Sorensen

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

No declarations of interest to report

4. Discussions

EFSA/GMO/NL/2005/15 (1507x 59122 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-123). Further clarification from the applicant and discussion are needed.

EFSA/GMO/RX/1507 (1507 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2007-144). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2006/36 (MON89788 soybean).

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2006-182). Further clarification from the applicant and discussion are needed.
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EFSA/GMO/NL/2005/22 (NK603 maize).

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-249). Further discussion is needed.

EFSA/GMO/RX/MON810 (MON810 maize).

The Working Group discussed the application (question number EFSA-Q-2007-153). Further
discussion is needed.

Update of EC Guidance document.

Further progress on the draft document was made which will be discussed at the next plenary
meeting.




GMO UNIT

Parma,22 April 2008

PANEL ON GMOs

Minutes of the 3" 2008 meeting of the Working Group on Food and Feed
Rome, 5-6 March 2008

(adopted by the WG on 23 May 2008)

Participants

WG Experts: Christer Andersson, Gijs Kleter, llona Kryspin Sorensen, Harry Kuiper,
Annette Poeting, Jean-Michel Wal

European Commission: Sebastien Goux (2" day)
EFSA staff: Anna Christodoulidou, Claudia Paoletti

1. Welcome and apologies

The Chair welcomed the participants. Apologies were received from Paul Brantom, Thomas
Frenzel, Willem Seinen.

2. Adoption of agenda

The agenda was adopted without changes.

3. Declarations of interest

No declarations of interest to report

4. Discussions

Rapporteurs were appointed for new dossiers received by EFSA

EFSA/GMO/NL/2005/15 (1507x 59122 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-123). Further discussion is needed.

EFSA/GMO/CZ/2006/33 (MON88017xMON810 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2006-020). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2006/36 (MON89788 soybean)
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The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2006-182). Further clarification from the applicant and discussion are needed.

EFSA/GMO/NL/2005/11 (MIR604 maize)

The Working Group discussed the application and the draft opinion (question number EFSA-Q-
2005-046). Further clarification from the applicant and discussion are needed.

Update of the EC Guidelines.

Further progress on the draft document was made which will be discussed at the next plenary
meeting.
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