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The CEF Panel has adopted its first opinion on a food
enzyme on the 22 April

During the 47th CEF Plenary meeting 2 more opinions
were discussed and prepared for adoption by written
procedure

The summary of the first opinion has been published in
the EFSA journal on 14 May:
http://www.efsa.europa.eu/en/efsajournal/pub/3645.htm
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EFSA JOURNAL

Scientific Opinion on xylanase from a genetically modified strain of Aspergillus oryzae (strain

NZYM-FB)
-
EFSA Journal 2014:12(5)3645 [2pp].  doi 102903/ efsa 2014 3645 ISC;'S]ZC“"C <y
EFSA JOURNAL

EF SA Panel on Food Contact Materials, Enzymes, Flavourings and Processing Aids (CEF)

Note: The full opinion will be published In
accordance with article 11 of Regulation
(EC) No 1331/2009 once the decision on
confidentiality, in line with article 12(3) of
the Regulation, will be received from the
European Commission



L.

“ efsam

European Food Safety Authority

[

3

v

NE N ) AN OPINIONM X AMP

Abstract
Summary e aeanan

Table of coments e
Background as prm 1ded by the Europlln Comm15510n
Terms of reference as nrovided by the European Comm:ssnon
Assessment
1. Ir’

odified mMiCroorganism .........ceeeeeieeeieeicieennnn.
| parental microorganiSil......uvveerieereieseeenennnnnnnns
/" dnisms...
-" Afication process b
odification: Informatlon 1elatmﬂr to the GMM and
entional COUNTEIPAIT ... vcuiiiiiriesiinrssne e s eesssae s saesaans

mmoooooomammu.mm-l—-l—-wun-n

TATION PTOCESS .oiiiiieiiiiee e e ettt e st e e eeen e eeee s eenae
PUrification PrOCESS . ovviivivirriinreiinrsisiiiesiinsssnnseanns

3 Information relating to *
3.5.2, Imlvw . aagto
6

Reaction and fate in food.....
Case of need and proposed co.
4. Dietary exXposure........cccooercveeenens
5. Toxicological data.......coooiiiiieiiiinne
6. Allergenicitv
7. Discussion... ... TR
Conclusions
References SO
ADbbIeviations .........ooceeeeeeiiiiiieieee e aeaa)

Main title



L efsa - Main title

European Food Safety Authority

i1

U
U
L/
L/
>

\Vi A L) /\ L

Assessment
1. Introduction... .
2 Information on existing authorlsauons and ev aluanons
3. Technical data...
1. Identity of the food enzyme..
2. Chemical parameters... e
.3. Properties of the food enzyme..
4. Information on the source materlals .
3.4.1. Information relating to the cnenem:all*»* modlﬁed MICTOOTZANISIIL .ovvvevvvievvasriiesrssissnsreas
34.1.1. Characteristics of the recipient or parental microorganism...........cc.cecvuvecireerecnreans
3.4.1.2. Characteristics of the donor organisms...
3.4.1.3. Description of the genetic modification process
3.4.1.4. Safetvaspects ofthe genetic modification: Informatlon relatlng to the GMM and
comparison of the GMM with its conventional COUNTEIPArT.........ccouviiiviiiniiiece e ciiicrieen. 9
3.4.1.5. Safety for the enVITONIMIeNT .....icc it iee s s e ee e s s mennnns s raee s seee s esnmmen O
9
9

O th a Lh

GOOQGOOOOOOQO\M

3.5. Manufacturing process..
3.5.1. Information relatmo 10 Ihe fermematlon process e .
3.5.2. Information relating to the product purification process SOOI

3.6. Reaction and fate in food... perre s ssessssesssssssssassass 10

3.7. Caseof need and proposed condrtmns ofuse reeeearneeeeneeassaneessaeeesneesennnesensnesssneceenseees 1O

Dietary e\posure 11

TOXICOlOZICAl AALA.........eeiiiiiiice ettt e e e e e e e e e e e s e ae e een e e e e ennn s

A BT EOIIL CIEY Lttt e et ba e st s can s ek base e

e




~ efsam

European Food Safety Authority

W

AN . U IR \ / N\ »I@LY/ SUJEIDAN
Information to be supplied with an application for a Food Enzyme ... ]
1. Summary of DOSSIET SUDIMISSION ..oouiiiuiiiiiesieiitiesie et beseseieseees s st sasessessassseesessassssessessensesassesssnsin
2. AdmUmISTTATIVE DAAL ..ottt et ns et en e eme e e nn san e aes
3. TeChIICAl DALA.....ccviiceiiereeee ettt st et a et s es et e e eae s et estema e ssas et e an e e es et entene s eneennenas

3.1 Identity of the Food Enzyme....
3.1.1 Name(s). Synonyms, Abbrevlanons and Clasuﬁcatlon(s) ....................................................
3.1.2 Chemical Composition and Properties of the Food Enzyme ...

32 Source Materials and Manufacturing Process............ocoooooiiiiiiiiiii e 11
32,1 Source Materials ..oooi ittt st ens e e e sneeessnaerenns L]
322 Manufacturing PTOCESS «...ooiiieiciiiiectie ettt et e ee s neeneas 13

33 Reaction and Fate 11 FOO .......oiiiieeiitirec ettt e sne s 14

34 Case of Need and proposed Conditions of Use..........oooooiiiiciiiiiiiiiiceeeeceeeeeveeeeeen 1S

35 DiETATY EXPOSUIE ....oooiiiiiii ettt et et ettt e n e 15

3.6 Information on Existing Authorisations and Evaluations .............ccocooiviiiiiiiciiicciiei s 16

N 5 T a) (3T Tarc ) B D 7 SR 16

4.1 TOXICOLOZICAL TESTILZ ..cvviveiueieee ettt s eree s ne e beesaansseneanssenseansanseennes LO
4.1.1 The toxicological Data Set ..........coooiiiiiii e 16
4.1.2 When toxicological Testing may not be needed.........cocceeviiiiiiiiicciieie i s 18
O N B T I = 1) 1 5 OSSR 19
4.14 Review of the toxicological and exposure data and conclusions..............oc.occovvvvviveiinennn. 19

42 ATTETEEIUICIEY .t oee oottt ettt e ea e e em e e e e e e s e e ems e es e e eaeems 2 ensemeeene e emeennesneenean 19

S COMCIUSION oo 19

Dossier Bibliooraphy . ... ...

Main title



Eunopean Food Safety Authority

...Based on information on
the genetic modifications performed,
the manufacturing process,

the compositional and biochemical data
provided and

the findings in the toxicological studies,

the food enzyme “XXX from a genetically
modified strain of YYY (strain ZZZ)” does not
raise safety concerns

- under the intended conditions of use.
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MOE = NOAEL /-/ \

No Observed Adverse Effect Level from
90-day study as agreed by the CEF Par

Theoretical Maximum Daily Intake
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A conservative technigue such as the “budget
method” should be used to assess potential
dietary exposure in a standard adult of 60
kg body weight consuming large amounts
of the categories of foods and beverages
for which use levels have been proposed,
assuming that they always contain the food
enzyme at its proposed upper use level.
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m The level of consumption of foods and of
non-milk beverages

m The level of presence of the food enzyme in
foods and in non-milk beverages
(expressed on TOS basis)

m The proportion of foods and of non-milk
beverages that may contain the food
enzyme
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Pros
+ Easy to perform

+ No specific food
and beverage
consumption data
needed

+ Based on the
assumptions, it can
be very
conservative

Main title

cons

- Assumptions made
for use made by
expert judgement

- Only adults are
considered, a
standard version for
children does not
extist

- Based on the
assumptions, it can
be very
conservative
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“A more refined exposure assessment should
be performed if the use calculated
according to the method described in the
FAO/WHO report (s. also “Budget Method”)
Indicates potential concern with high
consumers.”
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“All assumptions and data used for the
dietary exposure assessment should be
clearly described and justified.”
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= = Thank you for your interest!
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