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EFSA Scientific Opinions on Food Enzyme Evaluatioh'

= Among 51 adopted opinions, 4 were inconclusive.

= Undesirable for both applicants and EFSA
= Applicants —> commercial, reputation
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Inconclusive opinions A o efsam
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Problem Affected
opinion

Antimicrobial resistance 1 Although requested, insufficient information was provided on
gene the methodology applied to show the absence of viable cells.
Quality of the AMES test 1 Although requested, additional test was not provided to rule

out false positive.

Incomplete AMES test 1 Missing a strain to evaluate gene mutations by DNA oxidising
or cross-linking mechanisms.

Insufficient margin of 1 Missing information on the tox-batch used in 90-day,

exposure ”.....concentration procedure did not only result in the loss of water, but
apparently also led to a loss of TOS constituent...”

Can they be avoided?
Often not very difficult



Additional Data Request
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1. Technical dossier submission

Alternative approach

or methods
|

Additional
data request

always

Rationale provided
Full methodology
Robust dataset

Data follows GD

Additional

data request

2. Additional data submission

Data according to
question

should be minimized

A guiding principle:

Chance to providing missing
information and/or
clarification should always
be given.

EFSA should not reiterate
questions

Alternative approach

« Standing for previous
answer

- Data not provided

Finalisation of
the opinion

New question

!



efsae
= Do’s
= Answer all the questions and provide all the requested information
= If questions unclear h
= If something not understood [~ Contact EFSA
= If problems in obtaining data _

= Suggestions

= Reject or refute data/information requests, the WG/Panel needs
explanations/justifications

= When providing alternative approaches, to justify and explain
clearly
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= “the information was already provided in the first submission” (but in
reality, was missing)

= "[experiments have been made] at the adequate temperature and
with the adequate incubation time"” (without explaining the adequacy)

= “We do not keep records of that study, therefore we cannot provide
the data” (against good laboratory practice)

= “this request is unjustified and in contradiction to EFSA’s own”
= “the requested additional tests would be superfluous”

= methods used to determine metabolites: semi-illegible scan of a
paper from the 1970sS (most probably obsolete or incomplete in 2019)



Meeting Data Requirement

European Food Safety Authority

= Data requirement: follow the guidance documents
= Flexibility: GD requirements may be substituted by alternative approaches/methods
—> duly justified

A I have troubles to follow
the approach requested

I do not understand
the rationale behind

Need more time? —-notify asap fip@efsa.europa.eu - proportionality and justification to be provided


mailto:fip@efsa.europa.eu

Can’t

A

Explanations Analysis Warnings

X Anticipate Panel/WG decisions
X Conduct assessments
X Discuss beyond additional information requests
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= Telephone conference with EFSA staff, following a letter from
EFSA requesting additional information

= Upon request by the applicant and/or by EFSA
= Exceptionally, participation of EFSA's experts
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Margin of Exposure
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= Generally NOAEL corresponds to the highest dose tested

The chances are /’ Dose level tested, /’ NOAEL

= Exposure estimates = use level of FE-TOS X food consumption

The chances are /use level, / dietary exposure
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At submission, an application should be complete, i.e., all relevant

information are included. Spontaneous Information should, therefore, be
limited to new data.

= submit spontaneous information as early as possible, and explain
how it may influence the risk assessment

= To be considered:
o Needed? —> addressing safety concerns

o May delay adoption —> further assessment is needed

o Follow-up data for inconclusive opinions +# spontaneous
information —> wait until the procedure is clear
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Confidentiality: final decision to be taken by the E;C

Reg. (EC) 1331/2008
Atrticle 12

Confidentiality

1.  Among the information provided by applicants, confiden-
tial treatment may be given to information the disclosure of which
might significantly harm their competitive position.

Information relating to the following shall not, in any circum-
stances, be regarded as confidential:

(a) the name and address of the applicant;
(b) the name and a clear description of the substance;

(c) the justification for the use of the substance in or on specific
foodstuffs or food categories;

(d) information that is relevant to the assessment of the safety of
the substance;

(e) where applicable, the analysis method(s).

2. For the purposes of implementing paragraph 1, applicants
shall indicate which of the information provided they wish to be
treated as confidential. Verifiable justification must be given in
such cases.
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In EFSA opinion:
No redaction to the following
o Information relevant to the assessment of the

safety of the substance

o Potential hazard

Redaction is applied to the know-how of
individual applicants, e.q.

Names of parental and recipient strains
Genetic modification leading to the creation of
a production strain

Technical details in the food enzyme
manufacturing process

Specific technical yield factors

Name of study directors
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Interaction with EFSA - Multiple Channels

E @ European Food Safety 2 X | 4+

< > 0O o @  www.efsa.europa.eu/ 0 ¥ = 7 &

To see favorites here, select ¥= then 3, and drag to the Favorites Bar folder. Or import from another browser. Import favorites
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F.q A [31] Calendar  English (en) v
- efsam

European Food Safety Authority Search site p

About v News v Discover v Science v Publications v Applications ¥ Engage v

Searchable by question number, key words

Applications Helpdesk

Regulated Food sector area Toolbox

products, claims, Biological hazards

processes Feed additives Event calendar

Overview Food contact materials Ask a question
Submitting an Food ingredients

application GMO You can check the answer to your question about applications for regulated products i
Nutrition area:
Pesticides
* Biological hazards

\ \ e Feed additives
* Food contact materials

\ ::’” ¢ Food ingredients FAQ
: Efsa- * Genetic modification
TECHNICAL REPORT T — e Nutrition
¢ Pesticides

APPROVED: 22 April 2016 d a te ex pecte AMENDED: 17 July 2017
doi:10.2903/sp.efsa.2016.EN-1025 up

——

[ I have read the FAQ but I can not find answer to my question >

EFSA’s Catalogue of support initiatives during the life-cycle
of applications for regulated products

European Food Safety Authority (EFSA) 12
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Catalogue of Services for Applications . “ . afsam
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/ Notification email \
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Submission of - ‘ | Clarification Clarification teleconference | , : S ':ﬁ = p:t
apphcatlons teleconference during risk assessment i | i notﬁc cation O;: dopte i :
by electronic du"ng completeness/ . scienti output fore pUb lcatlon
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: 5 3a 3b 485 I
Lt S i Completeness / ; Adoption and
Pre-submission phase Submission Risk Assessment phase
Suitability check phase Publication phase

> 4
v Clarification teleconference - frequent in dealing with Add Info request

§—_

v Applicant hearing - only for complex issues
v’ Pre-notification - 36 hours prior, for administrative purpose, only editorial comments

v’ Post-adoption teleconference - to explain why inconclusive 13
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TECHNICAL REPORT European Food Safety Authority

APPROVED: 15 December 2017
doi:10.2903/sp.efsa.2018.EN-1362

» Transparency, Impartiality & Independence

Admi:::;:;l:;i 3:?;:'1;:; :«:;tl::jeppr:%cistssing of > Efficiency, Dialogue, Equal treatment
European Food Safety Authority > Data protection / confidentiality compliance
2.1.  General procedure for processing applications for regulated products..........cccccviiuiiniieniiiiinnen. 5
2.2.  General principles for processing applications for regulated products..........ccceviiiiiiiiiiiinienn, 6
2.3. Receiving mandates on appliCations .........ceeiiiiiiiiierr s e 7/
2.4. Receipt and examination of appliCatioNs ... 7/
2.5.  Scientific risk asseSSMENT PrOCESS .....cuieieiiiiiiii e s rr s s e n s e e e e s e s nnsnnns 7
2.6.  Suspending/extendingthe scientific risk assessment proCess ........ccocveviiiiiiiiiciiccecie e, 8
2.7. Restarting the scientific riSk aSSESSMENt PrOCESS .......cuiiuiiiiiiiiiir e e e e aaas 8
2.8.  Spontaneous submission Of INfOrMatioN........c.ceiiiiiiiir e e e aaas 9
2.9. Concluding the scientific riSk @SSESSMENT PrOCESS.....iuiiiiiiiiriiiri i ra e ens 9
2.10. Withdrawal of appliCatioNS .......c.ceieie e e e e 10
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2.12.  PUDICAtION ... e 10
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= EFSA does not issue an inconclusive opinion upon first submission
= EFSA endeavors to send all questions once or twice (not unlimited number of times)

= EFSA asks the same question only once. Answers may trigger further
questions/clarifications, but lack of answer will not.

= EFSA endeavors to explain rationale behind the request, and is open to
clarify via tele-conferences

= EFSA shall not warn beforehand the possibility of an inconclusive opinion

= The more adherence to GD and additional requests —> the less chance of
inconclusive opinion



