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Introduction
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Background
Kick off discussion at last year meeting

Scope
To engage a dialogue with the national Competent Authorities
on the 3-month commenting period on GMO applications

Outline
➢ Reporting past experiences
➢ Taking stock of the situation



Background
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Remit Applications for import and processing for food and feed uses
under Regulation (EC) No 1829/2003

Legal basis Articles 6(4) and 18(4) of Regulation (EC) No 1829/2003:
National competent authorities (CAs) have three months
to make their opinion known to EFSA

Articles 6(6) and 18(6) of Regulation (EC) No 1829/2003:
EFSA opinion, including opinions from CAs, is made
publicly available

The Panel and its Working Groups take into account all comments related to RA



Conclusions from last year
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Valuable comments contributing significantly to the risk assessment of
GMOs

- Comments identifying missing information (e.g. study reports),

- Comments supported by science-based reasoning/evidences,

- Comments reporting lack of compliance with guidelines in place
(without questioning the guidelines per se)

THANK YOU !



Over time we have identified different ‘categories’ of comments, some of

them are raised recurrently irrespective of the application at stake:

- Comments falling outside the remit of EFSA, i.e. risk assessment

E.g. Detection method, labelling proposal

E.g. Practical implementation of PMEM/GS plans

- Comments falling outside the remit of the GMO risk assessment

E.g. Residues of pesticides

- ‘Statements’ rather than comments raising strong disagreements
without supporting reasoning/evidences

- Duplication of comments on single events in the frame of Stacks APs
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Conclusions from last year



▪ Last year some of you asked for guidelines

▪ Instead we propose to exemplify comments that are not 
related to the risk assessment of GMOs
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Conclusions from last year



On the detection method:

“The presented method describes the quantitative detection of GM
maize MON87427xMON87460xMON89034xMIR162xNK603. The
detection method uses TaqMan technology and event specific
primers, i.e. one primer resides within the transformed insert and
one in the plant genome. Providing an event specific detection
method for each parental line and a specific reference PCR system
is not satisfactory. Generally, a validated event specific detection
method for the stacked event should be presented before deciding
about the placing on the market of this product.” (…)

Outside EFSA remit
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On labelling:

“The import documents should indicate that maize MON 87427 x
MON 87460 x MON 89034 x MIR162 x NK603 has not been
approved for cultivation by the EC. In addition to the intended GM
labelling, a clear labelling of maize MON 87427 x MON 87460 x
MON 89034 x MIR162 x NK603 indicating the tolerance to
glyphosate is recommended. (…)”

Outside EFSA remit
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On PMEM

“The proposed monitoring plan for GM maize
MON87427xMON87460xMON89034xMIR162xNK603 is basically
identical to other monitoring plans for different products which
were submitted earlier. A number of concerns have been raised
towards these plans and numerous improvements have been
requested (…)”.

“In particular, the monitoring plan for GM maize
MON87427xMON87460xMON89034xMIR162xNK603 is considered
not adequate for the following reasons: (…)”

“Since all exposure pathways should be taken into account in the
monitoring plan appropriately, we consider the monitoring plan at
hands to be insufficient to address the potential environmental
effects of GM maize (…)”

Outside EFSA remit
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On herbicide residues

“The assessment ignores the herbicide residues and
metabolites from glyphosate on grain and forage. The
question arises if their levels are below the ranges
permitted or are higher. Therefore, [Member State]
experts respectfully suggest measuring the levels of
these chemicals in every shipment of MON 87427 × MON
87460 × MON 89034 × MIR162 × NK603 GM maize
variety, and its relevant sub-stacks when arrive in the
EU. ”

Outside GMO Panel remit
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General comment about confidentiality of
application data

“The applicant claims that the information in the application is
confidential. The Aarhus Convention (…). The EFSA has informed
the European Commission on the claim for confidentiality of the
application and awaits its decision. Information which is crucial to
assess potential risks of a GM crop should not be declared
confidential, because a lack of transparency undermines public
trust in the risk assessment.”

Statements
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Comments submitted for the single events in the 
context of the stack application

“At present, 90-day feeding studies in rats are available for the 
single events of the GMO, but not for the stacked GMO. Therefore, 
we refer to our previous comments on the corresponding 
applications. The submitted 90-day feeding studies have got 
several weak points which compromise the conclusions: (…)”

Repeated comments
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WHAT/HOW

▪ EFSA calls for more targeted comments…

▪ EFSA prioritizes the evaluation of your comments during the risk assessment

▪ EFSA re-considers the reporting without undermining the level of scrutiny of the
comments relevant for the RA

WHY To ensure proportionality

▪ Proper use of (respective) resources

▪ No loss of information valuable for RA

▪ In full compliance with the law

Way forward
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