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EXECUTIVE SUMMARY

1. Following the EFSA Management Board decision taitoo impact indicators as a tool to
assess responsiveness to risk management needs, adk down the number and percentages of
opinions and other scientific outputs taken intcamt for risk management purposes, it was
proposed that a more detailed analysis of twelveecatudies be carried out to validate the
indicator reliability of measuring usefulness fask management and to have more precise insight
on the determinants of usefulness.

2. The Terms of Reference for this study therefowsaged that the exercise would be based on
twelve case studies and the three feedback repovtsded so far by the Commission to EFSA, and
that it should provide:

e aquantitative and qualitative description of therall usefulness and relevance of EFSA’s
scientific advice to Commission services;

* more detailed insight into the features deemedet@idifferent use to risk managers and
their related degree of satisfaction,

* identification of the determinants of risk managessnfidence in using EFSA outputs,
including data reliability and suitability to risknanagement purposes.

It was intended that the exercise would not exarameomment upon the appropriateness of risk
management processes or the consistency of red@gdions with EFSA scientific outputs.

3. The exercise was carried out based on a sampiwealfe case studies, one per each panel, plus
the PRAPeR and SC&AF units, inclusive of a venaestive set of possible outputs. These ranged
from requests from Parliament and Member Statesdif-tasks, from opinions involving the
organization of public consultations and advisaryafto mandates jointly implemented by different
panels, and to two notable opinions that includemiaority vote. The case study selection criteria
therefore reflect the widest possible range of ommces spanning from extremely complex
authorization dossiers to extremely simple onetheaathan attempt to be roughly representative of
the average case dealt with by any given panel.ekieecise was based on triangulation of sources:
desk research on the selected case studies, amieweprogram with relevant EFSA scientific staff
and finally an interview program with Commissioskrimanagers and representatives of national
risk management institutions and stakeholder groups

4. The results demonstrate that all the case stude® assisted the risk management process and
have been taken into consideration by risk manad¢osvever, in order for the proposed indicator
to reasonably serve as a proxy for perceived usefid, a clearer distinction should be made in the
existing feedback mechanism between opinions tinen@xsion has decided not to take action on
and those whose underlying policy issue has ybeteemoved from the policy agenda and remains
pending. In fact, EFSA scientific outputs can befuisto risk managers for a number of reasons,
including providing reassurance that an action st mecessary, or confirming the validity of a
decision made before but not officially formalizedthe policymaking process. There are no
instances in the sample of opinions where EFSAubsitywere not taken into consideration due to
late arrival which rendered them too late to beusk, although was theoretically possible in a
couple of cases.

5. In all but three cases, opinions were found taubeful and fully fit risk management needs. This
allowed them to be used as a basis for authoringpimcedures, or to contribute to the regulatory
process either directly, by providing elements dretler action was needed or not, or indirectly,
by confirming a previous decision. Opinions whistlided a minority vote have also proven useful

2



in that they provided sufficient elements and ewdeof uncertainty to justify a precautionary
approach. So the proposed indicator targets appealistic and achievable.

6. The opinions that failed to be of adequate usefgrare two cases, where little or no previous
practical experience existed on how to approachisisee and where EFSA and the Commission
were unable to reach an agreement on how the exge@esult should be achieved and the type of
evidence needed to draw conclusions. In one oétbases, risk managers themselves acknowledge
the misunderstanding originated in the way the Teoh Reference were drafted which was not
subsequently redressed due to lack of interactioim BFSA. In the third case, it was the authors of
the opinion who claimed they did not have enougte tio adequately cover the subject area and
requested another mandate.

7. So reasons for dissatisfaction can be categorasetroadly linked to the type of subject covered
(a novel issue) and the inconclusive content ofoilgut (an opinion asking for another mandate
on the same subject). There are no examples anhencase studies reviewed of lack of usefulness
linked to the timing of delivery, although this magve resulted from an unintended bias in the
sample selection. In a number of cases, issueseckkd the relevance of contents were reported,
where some opinions addressed only part of theindates due to lack of data, but this never
translated into a final assessment of insufficiesefulness. To sum up, in terms of overall
usefulness of the twelve cases considered — imgjutibse deemed to be poorly useful — an average
score of 4.1 on a scale of five resulted from thalysis, which appears relatively high. However,
the scope and significance of the analyses, winicludes relevance issues, was given a lower 3.4.

8. The determinants of confidence in EFSA outputi(dampleteness, methodological reliability,
etc) can often only be appreciated by risk manageran ex post basis when criticism is received
from outsiders once the opinion has been releaBeid. explains why some risk managers proposed
keeping track of the number of requests for cleaiion sent by the Commission on any given
opinion as a rough, complementary indicator of tegyree of the Commission’s confidence in a
given output and satisfaction with methodologidatity, data completeness and scope of analysis.
This would help capture aspects which are currentliycovered by the proposed indicator.

9. In more analytical terms, the quality featurestthore strictly correlate with overall perception
of usefulness to risk managers are the qualityarfclusions and recommendations and then the
scope and significance of analysis. The adequateweof alternative explanations to data and a
refutation of possible counterarguments is anotygpreciated quality feature. Also the executive
summary appears very useful for risk managemenpgaas, but its overall quality is quite
uncorrelated to the overall usefulness of the outf@n average, there is a good degree of
satisfaction with all the quality features of animpn, though with different levels of room for
improvement perceived.

10. There are notable variations in the perceived lle@feusefulness of the features of an opinion
both among risk managers, EFSA staff, and betweenwo groups. On average, risk managers
appear slightly more interested in conclusions aadommendations, the executive summary and
the scope and significance of the analysis. Whele#&3A staff appear slightly more concerned with
methodological considerations and data transparemesues. However, the single item risk

managers and EFSA staff diverge the most on im #ssessment is the importance attributed to
background and context, which is of limited impoda for the former and is notable for the latter.



11. Based on a comparison of the assessments matie lyad groups it can be concluded that the
proposed indicator is bound to provide some addddevand complementary data to the existing
EFSA management information system, as it captasggects not necessarily covered by the
existing internal quality review system, whichasgkely based on self-assessments and internal peer
reviews.

12. Overall usefulness is a key determinant of peetkivalue for money from the risk managers’
perspective, but there are also instances whenpiiseived value is low either because the current
scientific opinion process appears too heavy anddémsome for the task at hand or is

disproportionate to the information needs. Therefarmore streamlined and simplified method of
operating would be preferred, though it is acknalgied this is often not possible due to regulatory
constraints.

13. Different levels of satisfaction with the featusan opinion frequently result from diverse

causes. As a result, suggestions for possible ivgonents may appear contradictory or may seem
that they are not shared by all risk managers. @ouently, there is hardly such a thing as a set of
unanimous findings from this exercise that unequallp leads to recommendations on how to

improve utility for risk managers. In particularhé views of those involved with authorization

dossiers tend to diverge from those dealing witlescientific opinions.

14.For the time being it can be concluded that thereubstantial consensus on the need to:

1) strengthen the EFSA autonomous data gathering d¢gpaend improve access to
unpublished sources, research-in-the-making, ormwotinofficial sources of information.
This aspect could also be worth monitoring throagseparate indicator;

2) ensure a stricter enforcement of guidance on cdntstructure and the format of
documents, including provisions to ensure thakalf elements underpinning the main line
of reasoning are adequately highlighted and refeeghin the text and that more extensive
cross-referencing is made to the terms of referemdhe relevant regulations when needed;

3) receive guidance on the harmonization of termingloged to qualify the magnitude of risk
from the Scientific Committee;

4) further strengthen co-operation procedures in finalg the terms of reference, including
ways to prevent the mandate from becoming a repitiita number of pages that are barely
manageable from an operational point of view;

5) maintain the current use of a rigorous and highlyedalized language and avoid
oversimplification for communication purposes ie thain text.



0. INTRODUCTION

0.1. Putting the Exercise into Context

Background. EFSA has begun to developet of indicatorsto measure the impact of its activities
in order to assess its effectiveness in suppothegeuropean regulatory system. In particular, the
EFSA management board has recommended the adopticn set of impact indicators to
complement the current performance indicators irféort to better understand strategic priorities
and generate preliminary feedback on effectivenéssies about the practical expediency of
collecting these indicators and their differentndfigance for authorization-related procedures and
the other scientific dossiers have been raisedndutihe debate and have led to a first set of
proposals.

A preliminary set of impact indicators was propoded monitoring. The indicators selection
criteria were reportedly inspired by three maimgiples:

e visibility;
¢ usefulness in assessing EFSA value and overalldthpa

* the possibility of further developing qualitativerformance indicators.

The Board defined impact broadly by including cimittions to the food law system at both the
European and Member State level, on the behavioingiftutions at both levels, and on the
perception and confidence of stakeholders and cones.i

Among the pilot indicators proposed for testin@di1, one includes the:

* Number and percentage of Opinions and other sdierdutputs_taken into accounmt Risk
Management actions at EU level

to which two separate targets are attached, namely:

* 100 % of opinions directly relating to authorizati@f dossiers translateshto European
level risk management actions

* 80% of other outputs translatedto European level risk management actions

The overall objective is to have insight into theefwlness of EFSA’s opinions, their timeliness,
guality and value for money.

To validate and better fine tune the indicator algh it to other available management information
the Board proposed carrying oatnumber of case studiego investigate the utility of selected
opinions to risk managers, the parts that were repely used for risk management decisions
(including non-action), and an assessment of tlesoms why other parts were not used. A
distinction was to be maintained between authadmatand other scientific outputs.

It is worth noting that both in developing the icalior and in its subsequent refinement work,
different wording was usedand consequently the indicator is not defined itbcision. First the
proposed indicator was described as the numbempmians ‘taken into accouitfor “actions
which appeared to be a fairly broad definition. geds were also expressed in terms aife’ct



translation into actioh and the case studies were intended to investifj@eises made — including
“non-action’.

As a basis for this indicator, EFSA plans to ussféedback from the Commission on the follow-
up actions taken in relation to EFSA scientific outpwver a three-year period of time. This
represents the continuation of a quality feedbaekiranism long discussed with DG SANt®Bat
was originally intended to inform the Panels abthé ultimate outcome of the authorization
dossiers they process, but which has now beendedeio all the opinions.

In fact, beginning in 2009 the Commission starte@rovide EFSA with feedback on the follow-up
given to their scientific outputsihree such reports have been deliveredlhe first covers the
2006-2009 period and the next covers the secondstemof 2009. A third feedback report has just
been delivered with updated information on the J20@9 — June 2010 period with preliminary
feedback on the second semester of 2010. Untibteeport this feedback did not typically cover
pesticides evaluated under the PRAPeR procedunelade information about the EFSA Scientific
Commission’s opinions. The first report actuallypeagars to be a collection of different DG SANCO
units’ feedback drafted based on their own critand with a slight variation in content, although
the latest versions have become more harmonized¢hMf the emphasis of the text, however,
remains on pure factual follow-up activities ratttean quality feedback.

The Mandate. This exercise is tgather complementary information on these indicatorsin
order to better assess the information they cagndetheir related limitations in use, as well@as t
have a more detailed understanding of the way EBBiions are concretely utilized by risk
managers.

The terms of reference for this study envisagedyray outtwelve detailed case studiesncluding
both authorization dossiers and other opinionganalyzing the selected case studies the following
results were expected:

1) a quantitative and qualitative description of theemll usefulness and relevance to
Commission services of EFSA’s scientific advice;

2) more detailed insight into the features that wereerded differently useful for risk
management purposes and related degree of satfiact

3) the identification of the determinants of risk mgees’ confidence in using EFSA outputs,
including data reliability and suitability to risknanagement purposes.

It was intended that the exercise would not entezoonment upon risk management processes or
decisions.

In other words this report is to focus on the fafilog three aspects:

1) how, and in which respects, have EFSA’s outputsstask risk management processes.
Including a detailed overview of how the scientifitputs have been useful to the European
Commission and other risk managers, including wereEFSA outputs had been useful in
other ways (e.g. to give assurance to risk manatfgtsaction is not necessary).

! Back in 2006 DG SANCO's Director General propodesl adoption of a joint format to facilitate intetian between
risk assessors and risk managers and provide #ygiegldback mechanism. See S. Gobhé Interaction between Risk
Assessors and Risk Managénsropean Food and Feed Review 3/2007 p134

’In this report Opinions will be often used as acsym of scientific output, without entering inteetprocedural details
differentiating the various possible typologiesE#fSA outputs. When this is relevant, the distinttidll be made clear
in the text



2) the reasons why these outputs or parts of them hatv&een useful (e.g. the relevance of
the content of the output, the timing of its delryéhe nature of the output or the type of
subject covered - as for example where there isgra® of uncertainty and conclusions that
may require further scientific insight).

3) a clear analysis of findings leading to recommeitdet of possible ways to increase the
utility of EFSA’s scientific outputs to the Europe@ommission and other risk managers.
Additionally, to identify areas for improvement the way outputs are developed and
presented to risk managers, and assist and inforkBSAZs overall planning and
prioritization.

Finally, to the extent possible the study wouldvte insight not only on quality issues but also on
the underlyingrzalue for money.

0.2 The Selection of Case Studies

The ProcessOut of a long list of some 36 possible case stusliggiested by DG SANCO, a final
shortlist of twelve opinions were select@dagreement with EFSA to provide one case study per
relevant panel/scientific unit. An alternate li$tamother twelve case studies was considered @ cas
difficulties arose in interviewee availability oath gathering, but this did not prove to be thecas
The main list of selected case studies is repontdide table below.

Table 0.1 — List of Selected Case Studies

Publication -
Panel Date Opinion
AHAW 06/06/2007 Vaccination against avian influenza of H5 and Htgpes in domestic poultry

and captive birds (hereinafter avian influenza irees).

Chromium picolinate, zinc picolinate and zinc pinate dihydrate added for
22/06/2009 | nutritional purposes in food supplements (hereg@mgiicolinates as
supplements).

ANS

BIOHAZ 22/02/2007 Assessment of the health risks of feeding of rumimavith fishmeal in relation
to the risk of TSE (hereinafter fishmeal as rumtrfard).

Bisphenol A: evaluation of a study investigatirggrieurodevelopmental
CEF 30/09/2010 | toxicity, review of recent scientific literature as toxicity and advice on the
Danish risk assessment of Bisphenol A (herein&figinenol A).

Review of the criteria for acceptable previous oagyfor edible fats and oils

CONTAM | 29/05/2009 (hereinafter edible fats and oils).

Maximum Residue Limits for Clinacox 0.5 % (diclaiufor turkeys for
FEEDAP | 02/07/2007 | fattening, chickens for fattening and chickenseddor laying (hereinafter
Clinacox).

Applications (EFSA-GMO-RX-MON810) for renewal ofthorization for the
continued marketing of (1) existing food and fondredients produced from
genetically modified insect resistant maize MON8I);feed consisting of
GMO 30/07/2009 |and/or containing maize MONS810, including the ukse®d for cultivation;
and of (3) food and feed additives, and feed mategroduced from maize
MONS8L10, all under Regulation (EC) No 1829/2003 frblonsanto
(hereinafter MON 810 maize).

Plant Stanols and Plant Sterols and Blood LDL-Cétel®| - Scientific
NDA Opinion of the Panel on Dietetic Products Nutritaord Allergies on a request
31/07/2009 o o : :
from the European Commission and a similar regfuest France in relation
to the authorization procedure for health claimplamt stanols and plant




sterols and lowering/reducing blood LDL-cholestgroisuant to Article 14 of
Regulation (EC) No 1924/2006 (hereinafter planbgkmand sterols).

Evaluation of a pest risk analysis on Thaumetogmweeessionea L., the oak
PLH 29/06/2008 | processionary moth, prepared by the UK and extersfids scope to the EU
territory (hereinafter oak processionary moth).

Updating the opinion related to the revision of Ares Il and IIl to Council
PPR 08/07/2009 Directive 91/414/EEC concerning the placing of plamtection products on

the market — Toxicological and metabolism studiesdinafter toxicological
and metabolism studies).

Potential risks for public health due to the preseof nicotine in wild

PRAPER | 11/05/2009 mushrooms (hereinafter nicotine in mushrooms).

Food Safety, Animal Health and Welfare and Envirental Impact of
SC&AF 24/07/2008 Animals derived from Cloning by Somatic Cell Nudelransfer (SCNT) and

their Offspring and Products Obtained from thosé@weits including the two
updates (hereinafter animal cloning).

The Main Features of the Case StudiesThe sample resulting from this two-tiered selettio
process is inclusive ofarious different possible typologies of opiniongscientific opinions
strictly speaking, EFSA statements on MRL, authadran dossiers, requests from the Commission,
Member States and Parliament, self tasks, diffemaridates grouped under a single opinion, joint
opinions processed by different panels, etc.). Hamnedue to the limited size of the sample, the
case studiesvere never intendedto bestatistically representative of the activities of any given
EFSA panel or unit.

For instance, there aijast three authorization dossiers (picolinates, clinacox and MON 810
maize), the assessment of which is based mainlgada submitted by applicants, whereas the
remaining cases require direct data gathering tsfioy EFSA. In reality, the largest majority of
opinions by far of EFSA’s day to day activities aetated to authorization dossiers and do not
require any direct data gathering effort. Even pma@d units that almost exclusively work with
authorization dossiers - like NDA or PRAPeR - hadyvatypical case studies selected. Then of the
twelve case studies, three were published in 2007 jn 2008, as many as six in 2009 and just one
in 2010. On one hand, this means tYaious procedural improvements introduced over the
years are reflected differently in the analysisand results of the assessment could depend on
factors that have since been modified. On the ok@erd, this distribution cannderestimate
eventual problems with overall timing and timelines in delivery that occurred in the pastdue

to resource bottlenecks and sudden jumps in waxkflo

The case studies present a number of notable featuresd represent in certain policy areas very
special cases, namely:

* Avian Influenza Vaccinds an opinion drafted following aemergency situationand resulted
from the fairly atypical participation of a numbafrrepresentatives of various international and
European organizations in working group activities;

* Picolinates as Supplemenis a routine authorization-related opinion on assabce some
Member States had raised reservations abounh a parallel separate procedure;

* Fishmeal as Ruminant Fe&sl one of the very few requests for an opinion tteahe from the
European Parliament

* Bisphenol Ais a case involving precautionary measures takéneabember State level on the
basis of separate risk assessments. An unusually tale was thus played by consultation with
the Advisory Forum. The EFSA process ended withirgority opinion ;



* Edible Fats and Oilss a case of a request for assessing the abswatbrmity of proposed
international principles with European criteriah@tthan concretely assessing a substance;

¢ Clinacoxis an authorization request for a given use folldwe by asubsequent application
on the same subject;

¢ MON 810 Maizdas one of the very few cases of authorization regder GMO cultivation,
thereby including majoenvironmental assessment considerations

* Plant Stanols and Sterols a regulatory-aimed request jointly coming from both the
Commission and a Member Statesubsequently make a private health claim possial Not
being an authorization dossier in its own righthérefore required autonomous EFSA data
gathering efforts;

¢ Qak Processionary Motls a fairly atypical and unprecedented case otiatlogenous pest
moving across Europe rather than inside Europe fibnoad for which little agreed analytical
methodology existed. Related risk management aexsstan therefore have an impact on the
internal market and conflict with Member States commercial intesed\lso in this case a
minority opinion resulted from the process;

* Toxicological and Metabolism Studies a case of &elf-task accomplished in an extremely
short period of time because of its perceived uwrygext that time;

* Nicotine in Mushroomss possibly one of the very few cases of a PRAPefRut unrelated to
an authorization dossier, and which also requirdgb&ntialinter-panel co-operationunder a
very stringent deadline. It raised the issue offlatiimg methodologies used by different panels;

¢ Animal Cloningis an opinion on a new technology with a very brasmbpe, which
encompassed the responsibilities of different mareeid was eventually entrusted to the
Scientific Committee. It included one of the fewsea ofpublic consultation managed by
EFSA and its subsequeannual updateshave been released BESA Statementsrather than
as scientific opinions.

0.3 Implementation of the Assignment and Structuref this Report

Implementation of the Assignment. The implementation of the assignment has folloveed
methodological approach whose main guidelines wkeadydefined in the Terms of Reference
The exercise had to be based on twelve case stadigarried out through the analysis of the
following sources of information:

¢ information provided by EFSA othe feedback given by the Commissioconcerning the
usage made of EFSA’s scientific outputs over thst plaree years (the three follow-up
reports);

* desk researchon the selected case studies;

¢ face to facanterview programme with relevant EFSA staff that was carried out in the
March 10- March 21 period;

* Face-to-face interview programme with relevargk managers in the European
Commission(31 March — 6 April);

* Final phone interviews during the month of May witepresentatives of threkey
stakeholder groups and representatives of three Agencies of foodtgaih threeMember
States

Details about the interview programme are includedppendix A to this report. The semi
structured interview questionnaire to risk managemcluded as appendix B.



Structure of this Report. This report is structured inthree chapters each including a section on
conclusions and final considerations.

The first chapter summarizes main findings concerniagerall usefulnessto risk managers and
compares this information with tHeedback available from the Commission follow-up rgorts

to highlight the information captured by the progpd$ndicator, its possible limitations and possible
linkages, or lack thereof, with existing performanndicators. Possible alternative indicators will
also be reviewed. Separate considerations will ésonade fotiming andvalue for money that
represent two possible aspects of existing resagustraints.

The second chapterwill enter into more detail about tlieterminants of perceived satisfaction
the parts that are deemed useful, not useful on egdundant. The analysis will also cover the
perceived relative importance of the various pdegileterminants of quality.

The third chapter willcompare some of the findings aboveith EFSA staff's own self-
assessments order to obtain a first rough idea about arfaagreement and disagreement and of
the extent to which self-assessment or internalitgueontrol arrangements can be trusted as a
reasonable proxy of risk managers’ feedback, a$ agebf thepossibility of integrating EFSA
performance indicators with the feedback receivedrbm the Commission
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CHAPTER 1 - OVERALL IMPACT AND USEFULNESS FOR RISK MANAGERS

Introduction. This chapter first reviews the evidence availablamf the Commission written
feedback report. The objective is to validateghaposed indicator and understand its implications
in the light of the evidence collected during tlese studies. The main findings of the case studies
in terms of overall usefulness, relevance, timing @alue for money aspects will then be presented.
Possible linkages with available performance indicato better track usefulness will finally be
explored and possible alternatives / complementagasurements will also be proposed in the
conclusions as tentative recommendations for fuidhgon.

1.1 The Feedback Received from the Commission thrgh the Follow-Up Reports
The Status of Available Written Evidence.The table below (tab.1.1) summarizes the feedback
received from the Commission in tabular format @w-up information on the selected twelve

case studies.

Table 1.1 - Follow-up Feedback Received from then@nission on the Twelve Case Studies.

PANEL TITLE SOURCE FEEDBACK
Opinion of the Scientific Panel on Animal
Health and Welfare (AHAW) related Commission
AHAW with the vaccination against avian participation to EFSA
influenza of H5 and H7 subtypes in Panels/Follow-up 2006+
domestic poultry and captive birds 2009
(EFSA-Q-2006-309).
Regulation (EC) No 1170/2009 of
Commission Feedback N_over_nber 30, 2009 amending
to EFSA on requests fo Directive2002/46/EC of the European
. _ . _ s . Parliament and of Council and Regulation
Chromium picolinate, zinc picolinate and | scientific advice (EC) No 1925/2006 of the European
(EFSA-Q-2005-077-EFSA-Q-2005-094- | Commission Feedback forms that can be added to foods. includin
EFSA-Q-2005-110-EFSA-Q-2006-231) tsczzgr':t?f;t c;r(;\:i%uests for food supplements (Text with EEA
3 N relevance), OJ L 314, 1.12.2009,p. 36-42
une 2009 —December htto://eur] / . y L
2010 p://eur gx.europa.eu LexUriServ/LexUris
erv.do?uri=0J:L:2009:314:0036:0042:EN:P
DF;
Opinion of the Scientific Panel on .
biological hazards (BIOHAZ) on the Commlss_lon
BIOHAZ assessment of the health risks of feedin participation to EFSA Allowing fishmeal to young ruminants.
. o - . 9 Panels/Follow-up 2006 9 young
of ruminants with fishmeal in relation to 2009
the risk of TSE (EFSA-Q-2006-130)
Opinion on Bisphenol A: evaluation of a
Z?fe)iclg\r/r?:ﬂ?a?ttlggiétifyn?g\:ioew of recent Commission Feedback - . .
scientific literature on iis toxicity and to .EFSA on requests for O.plnlc.)n considered in the amendm.ent of
CEF . S scientific advice Directive 2002/72/EC as regards Bisphenol
advice on the Danish risk assessment of June 2009 —December| A
Bisphenol A (EFSA-Q-2009-00864; 2010 '
EFSA-Q-2010-00709; EFSA-Q-2010-
01023)
EFSA Opinion used as the basis to establ
the EC position in relation to the list of
Review of the criteria for acceptable Commission Feedback a'cceptalble.previous cargoes which is under
revious caraoes for edible fats and oils to EFSA on requests for discussion in the framework of Codex
CONTAM pEFSA 20%9 00236 scientific advice Alimentarius.
( Q- i ) June 2009 —December
2010 The next session of the Codex Committeg
for Fats and Oils is scheduled to take place
in February 2011. In order to update the
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current legislation a follow-up mandate hal
been sent to EFSA.

Opinion of the Scientific Panel on

additives and products or substances
used in animal feed (FEEDAP) on the
Maximum Residue Limits for Clinacox

Commission
participation to EFSA

Negative opinion, MRL cannot be set for

FEEDAP 0.5 % (diclazuril) for turkeys for Panels/Follow-up 2006+ gﬁzﬁfté:;)rz;grlggﬁoanngfcfé?gj?gg()new data
fattening, chickens for fattening and 2009 ' '
chickens reared for laying (02.07.2007)
(EFSA-Q-2006-134)
Renewal of authorisation for the
continued marketing of (1) existing food
and food ingredients produced from
genetically modified insect resistant
maize MONB810; (2) feed consisting of .
and/or containing maize MON810, Comm'ss.'o"‘
. . -’ . | participation to EFSA
GMO including the use of seed for cultivation; Panels/Follow-up 2006.
and of (3) food and feed additives, and 2009 P
feed materials produced from maize
MON810, all under Regulation (EC) No
1829/2003 from Monsanto (EFSA-Q-
2007-150; EFSA-Q-2007-153; EFSA-Q-
2007-164)
Plant Stanols and Plant Sterols and
Blood LDL-Cholesterol - Scientific Commission Feedback
Nutriton and Allrgies o request ffom | Seenti advice | 1S Opinion was necessary as further adyice
e - _ ber 2009 to support the auth(_)rlzatlo_n procedure with
the European Comm|_35|on a_md a similar | June —Decem 1 regards to the positive claims on plants
NDA request from France in relation to the stanols and sterols and reduction of LDC
authorization procedure for health Commission Feedbacfk cholesterol. It was in particular needed to
claims on plant stanols and plant sterols | to EFSA on requests fo . ; "
and lowering/reducing blood LDL- scientific advice Sﬁafilrzi the Conditions of Use for these heglth
cholesterol pursuant to Art. 14 of June 2009 —December )
Regulation (EC) No 1924/2006 (EFSA-Q-| 2010
2009-00530; EFSA-Q-2009-00718)
Evaluation of a pest risk analysis on
Thaumetopoea processionea L., the oak
PLH processionary moth, prepared by the UK
and extension of its scope to the EU
territory (EFSA-Q-2008-711)
Commission Feedback
Updating the opinion related to the to EFSA on requests for Revision data requirements on-going and
revision of Annexes Il and Ill to Council | scientific advice expected to be finalized in 2010
Directive 91/414/EEC concerning the June —December 2009 P )
PPR placing of plant protection products on
the market — Toxicological and Commission Feedback
Bngéig;)“sm studies (EFSA-Q-2009- ;%EE;Q Zr&\;i%uests foF Revision data requirements on-going and
June 2009 —December expected to be finalized in 2011.
2010
Potential risks for public health due to
PRAPER | the presence of nicotine in wild
mushrooms (EFSA-Q-2009-00527)
Food Safety, Animal Health and Welfare
and Environmental Impact of Animals
derived from Cloning by Somatic Cell
SC&AF Nucleus Transfer (SCNT) and their

Offspring and Products Obtained from
those Animals including the two updates

(EFSA-Q-2007-092)

As can be seen the table does not contain feedba&8C and PRAPeR scientific outputs, as this is
available only starting from the latest June 20@@&&nber 2010 feedback report. The table
therefore lookdess exhaustive than it would appear based on thercent reporting standards.
Moreover during the interview program the AHAW umshowed written evidence of further
feedback received from the Commission accordingvtoch the opinion on_avian influenza
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vaccineswas used for the authorization of avian vaccimapoograms proposed by some Member
States. No information on oak processionary motkp®rted in the tables because the first meeting
to discuss the opinion was held after the relassdilback report was delivered and no update was
then provided. At any rate no final decision hasrbaken and the issue is still open.

Reporting Criteria. It should be noted that tlkfferent DGSANCO units use slightlydifferent
language and levels of detaiin filling in these feedback documents. Some ehthreport about
specific normative acts be they proposed or apmhowthers about the expected result in broad
policy terms, and finally a few enter into a bit modetail about the steps undertaken in the
policymaking process. In certain cases a diredt i established between the opinion and the
policy result, in other cases indication is givemp@y of the policymaking context without
establishing any link. It isinclear whetherthe same feedback criteriaare consistently applied
across the various units. For instance the PPRiapion toxicological and metabolic studies is
reported in connection to a revision of data resints for the related Council Directive first
expected to be finalized in 2010 and then postpam@®11, i.e. with reference to a detailed step a
policymaking process in the pipeline. In the feadkbprovided on other opinions, the distinction
between whether no action has been taken, deenuesgsay or is planned in the future but not
reported yet is not always clear when the celingdy left blank.

Relation with the Proposed Impact Indicator. The proposed impact indicator can then reflect
different underlying possible situationé. distinction clearly exists between authorization-
related opinions and other scientific outputs In the case of an application, three final outeem
are possible: 1) the authorization is granted, H &uthorization is denied / the request is
withdrawn, 3) the request is sent back to the appti because not enough data was provided for
assessment. An intermediary stage is possible Wieenpinion has been delivered and the request
is still under discussion at the relevant Stan@gnmittee, but this condition is temporary and the
related “open” status should become clear at soon&.pA more complexsituation exists for the
“other scientific opinions” where the decision making tree includes a numbdifierent options.
First, it should be understood whether the issusemes some type of policy action or not, and
whether the opinion is just “one” of several poksiblements taken into consideration in this
decision. The case studies on fishmeal as a feadificinants and animal cloning provide evidence
of instances where an EFSA opinion is just onehaf inputs, sometimes not even the most
important one, that steers the policy debate.

There is also the case where EF@A&ults are inconclusiveor not enough data exists to reach a
conclusion and where a decision must still be takbether this justifies an action based on the
precautionary principle; where the possible consequences in terms of tateharm are
considered sufficiently serious to justify an imemtion. This would still register as an impact,
though the underlying level of satisfaction withe thsefulness of the scientific output may not
necessarily be high. Finallgiming considerations may also influence impact; for example, the
opinion could come too late in a decision-makingitegt influenced by external factors (e.g.
emergency situations, international deadlines).&tc.

The Possible Various Understandings of the Indicato These preliminary considerations are
needed to understand tharious possible meaningof “taken into consideration” or “translated
into action” for indicator purposes in light of deince gathered during the case studies. Opinions
are requested when an issue has already enteredotity agenda, so they afégaken into
consideration” almost by default by the originating service oponhe request of a political body

% The same kind of constraint would theoreticallplgfo authorization-related opinions if authoripas were granted
(or denied) if regulations ever envisaged this default case after a certain maximum period oéthras elapsed from
the applicant’s request.
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capable of influencing the policy agenda such asPérliament or a Member State. There are cases
of opinions not “taken into consideration” $srtting the policy agendéabut these are typically self-
tasks or refer only to the “recommendations” congmin ‘Translated into action” can be
understood as if some kind farmal act were required of risk managers as a consequeniteiof
request — which is something the vast majoritynténviewees considered totally inappropriate and
as a misleading impact indicator. Alternativelycauld be understood as a synonym féclased”

or “decided” issue removed from the agenda at least until new edéemises.

The following example (tab. 1.2) better illustrates point.All the outputs analyzed in our sample
of case studies cleartyet the criterion for “taken into consideration” in the broad sense, even if
they werenot all deemed useful However, not all suggestions to include itemstha policy
agenda (either by formulating suggestions for otlkeguests for an opinion or by requesting that
studies be carried out or other actions implemgritegte been followed up. Authorization-related
opinions formallymet the 100% “translation into action” benchmark, as well as the other
scientific opinions with their 80% benchmark, he consequences in terms of usefulness
appear ambiguous In fact, both opinions on Bisphenol A and Anin@bning could theoretically
have resulted in no action at all of risk managers therefore the 80% benchmark would not have
been met, at least if the current reporting forimsabllowed. The concrete significance of this in
terms of EFSA impact remains unclear, as the indican “other scientific opinions” could be
understood in terms of measurement of risk manatigeshold reaction level to any perceived risk
and of their propensity to ask for risk assessragpert opinion in case of doubt.

Finally “translated into action” can be understood in terms of whethdmal decision has been
taken on what to do or not to do on the subjectanaso the issue is eventually removed from the
policy agenda or remains thenaedecided, as an “open” issueWhen compared to authorization
dossiers a subtler distinction should then be niedeeen cases where the issue is no longer open
from the Commission risk management perspectivausa proposal has been made on the course
of action, and cases where it remains open frommoader European policymaking perspective
because agreement has not been found with the Caurearliament as could be the case with
proposed regulation on animal cloning as novel food

Table 1.2 - Impact of the Twelve Case Studies Adow to the Proposed Indicators

Taken into Influenced | Action Iss'ue
Case Study Consi . Agenda as| Reported | Still NOTE
onsideration
Intended | as Taken| Open
Avian Influenza Influenced approval of action
Vaccines A A 4 plans
Picolinates as
Supplements A 4
Fishmeal as Ruminant o s ¥ Confirmed decision already
Feed ' taken
Bisphenol A ] |
Edible Fats and Oils ] |
Decision postponed to
Clinacox ] | subsequent more complete
application
MON 810 Maize M ? V1

* Moreover a logical asymmetry would be created betwauthorization-related outputs where impact carbath

measured in terms of lives saved or enhanced yudlilife (in case of denial) and of economic il{authorization

granted), while the no action option resultingomeér costs and regulatory burden for society wautlbe considered
in the impact of the other opinions.
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Influenced | Action Issue

Case Study Tak_e n into Agenda as| Reported | Still NOTE
Consideration
Intended | as Taken| Open
Plant Stanols and
Sterols U v
. Preliminary discussions held
2
Processionary Oak Y ) U but no final decision taken
Toxicological and Action reported as in the
Metabolism Studies A NO U U pipeline
Nicotine in
Mushrooms M 4

Issue considered closed from a
Commission risk managemeri
perspective because a
Animal Cloning ] ? | ? regulatory proposal has been
submitted to Parliament and
Council, although not
approved ?

—

The table above (tab. 1.2) has been draftechtegrating and updating the data missingin the
Commission written follow-up, based on the factesidence gathered during case studies. It is
unclear whether the meetings held on the oak psomesy moth or maize Mon 810 would
consistently qualify for “action taken” accordingdurrent reporting standards.

1.2 Evidence of Usefulness Gathered from the Cast8ies

Judgment Criteria. Commission’s relevant risk managers have beeadask comment on their
overall degree of satisfactionwith the twelve scientific outputs received frorREA in terms of
their overall usefulnessand their degree of contribution to providing tlarand surety to the
decision making process. They were also asked abeutpinion’soverall relevanceto the scope
and meaning of the mandate and the eventual fléyibf the underlying management mechanism
in ensuring that their information needs are adwiyaaddressed. On top of their qualitative
considerations, a quantitative ranking of the oN@ginion fitness for purpose on a scale from one
to five was requested.

Main Findings. An average score of 4.1 out of five on overall satisfton level resulted from the
exercise and in only three cases were substaegalvations raised on the practical usefulness of
EFSA outputs for risk management purposes. In timb@se cases the opinion was acknowledged
to be below typical panel standards and hardly esgmtative. In two of these cases previous
experience with the problem was missingalhthe other nine opinionsconsidered, the scientific
output was deemedully fit for purpose, with just minor comments on possible quality
improvements for specific aspects. The three negatissessments relate, respectively, to: an
opinion whosevery limited informational content was deemed out of proportion with its
ambitious scope, one that did not report enougmehs to assure about data gathering procedural
transparency and compliance with scope of reguatequirements and also failed to provide
elements necessary to reassure aboutdhenale behind conclusions as two different sets of
conclusions were included. Lastly, a case of a ra@navhere - faced with the novelty of the
situation - the Commission and the Panel couldr@ath a mutual understanding on sizepe and

aim of the analysisand what was really expected in terms of inforoval content. In this last
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case, themisunderstanding originated in the mandate-drafting phas€ and could not be
redressed during the discussion dukatk of interaction. So it appears both to be a case of limited
usefulness and of Commission difficulties in ar@timg their information needs, as risk managers
acknowledged.

Relevance.ln a much higher number of cases reservations @gueessed abouglevance issues

in that the opinion was deemed not to have adelyuedgered and explored all the items originally
included in the mandate and information on ceréspects was simply missing or found to be less
well developed than it should have been. Thesediions obviously apply to non-authorization
related opinions only. In the majority of cases BR$aimed that the underlying studies or basic
information was not available, although it can disecexceptionally stated that there was not enough
time or resources to retrieve it. At any rate tigtigiction between sheer impossibility and pradtica
difficulties appears blurred to some risk managerd it is often not clear to them whether the
information was not really there or was simply fmind. It is interesting to note that EFSA staff
interviewees substantially agree with this assestsna@d acknowledge that EFSA is better
structured and organized to react to informatioovigled by applicants as happens with the
authorization procedures rather ttsaeking unpublished evidencen its own.

There are a number of case studies (e.g. avianemfk vaccines, fishmeal as ruminant feed,
processionary oak, animal cloning) wherecess to raw data and unpublished studies clearly
emerges as a key issudélotable improvements in this respect have bepartedly recorded over
time and traditional reliance on working group mensb contributions has been increasingly
complemented by recourse to specialised outsoweedces. More internal resources have also
been devoted to data gathering purposes. Howewere fieads of units were explicit in conceding
that if given the ability they would trade off resoes to invest more in data gathering and that
procedures to improve dialogue and data sharinf Whié scientific community about on-going
studies deserves further improvement, a view dismesl by a number of risk managers within the
Commission.

For their part, risk managers have increasinglyused theirmandates with explicit formal
requests for specific data gathering effortsand as a result have steered the allocation of
resources along these lines and have more EFSA sgiatifically devoted to this information
gathering task. This is the case, for instancenia of the mandates on Bisphenol A that expressly
required an extensive review of literature, or Ire tupdate mandates on animal cloning that
explicitly mentioned the need to consider unpulddladata. In other cases (e.g. toxicological and
metabolism studies) the recommendation to condentesources and data gathering efforts in
certain areas only remained more informal.

1.3 Timing and Value for Money Considerations

Timing. Timing considerations do not play a major role in nfluencing usefulnessin the
sample of case studies considered. The ovavaltage satisfaction score, 4.25, is fairly higand
basically there are no cases where the timingebfiinion is considered insufficiently aligned with
needs. This is due to the fact that wiletays are agreed upon in advang€&€Commission services
find them justified by the circumstances and theeeno cases in our sample of serious or otherwise
unexpected delays. Only in the case of food supptésnhas a broader general issue of delays due

> This latter case also highlights instances of aibtes broader problem unrelated to quality issugstbat appears here
and there in other case studies, namely that befssessing any specific case, a general agreetmauitisoe reached
between EFSA and the Commission on the criteriauidin which the underlying problem should be analybecause

this broader methodological framework is perceiteetave in itself a risk management dimension.
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to structural problems with lack of resources bemsorded and the level of compliance with the

subsequently agreed upon timetable in that casedemsied sufficient. It has yet to occur that an
opinion arrived too late to be of use in the pal@king process, even though this was theoretically
possible in the case of edible fats and oils orhwavian influenza vaccines. However, an

interviewee mentioned that current EFSA procedutesnot sufficiently address emergency

situations - for which there are no emergency ddopprocedures. This is particularly the case
when the underlying regulation explicitly requies opinion rather than an EFSA statement which
is typically used in similar cases of emergenayatibns. Some risk managers, without complaining
about timing, have noted that the approval proaesdd have been shorter if leaner and more
streamlined procedures were adopted — particulatlye panel plenary meeting phases.

It is worth noting thatnost respondents would have been happy to trade difirther delays in
opinion delivery if this ensured a broader coverageof issuesand filled in the gaps to better
address the scope of the mandate. However they tteetime devoted to the effort fully adequate
to the results achieved in all but two cases witermas acknowledged a bit more time should have
been granted to implement the assignment. The pempdampact indicator could not serve as a
reliable instrument to evaluate ex post the corpewritisation of requests for an opinion, as the
fact that a decision has not been made after aisetumber of months or years on the follow-up to
give to a certain opinion is not a reliable indaradf a wrong prioritisation when this was requdste
Moreover, the most patent example of an opinion re/ttbis could seemed to have been (but
actually was not) the case, i.e. Toxicological Metabolic Studies is actually a self-task proposed
by the Panel itself.

Value for Money. Outputs that do not pass the overaefulnesstest also generally do not meet
the risk managers’ own overalalue for money criteria, as it is not difficult to conclude that too
many human resources and too much expertise weestad to justify the result achieved. There
was only one additional case in our sample whezevthue for money was deemed insufficient for
an output, but was otherwise considered very uséfnis was due to the fact that the EFSA
standard scientific opinion procedurewas deemedlisproportionate to the needsin terms of
guality and amount of expertise mobilised, somethiith which relevant EFSA staff also agreed.
In all other cases value for money was consideagd dr presumed so when respondents did not
have enough elements to conclude otherwise.

However, there are a number of cases with no ahelication of insufficient value for money, but

in which a need foibetter allocation of resourceshas been indirectly highlighted. This was
sometimes the case with thrceedingly large amount of academic and scientifaetail devoted

to issues not relevant for decision making purpaseswhich sometimes led to overly lengthy text.
In authorisation-related opinions for example, gsial of issues was sometimes made that was not
originally intended by the underlying regulationdarmas deemed not to be relevant. On the other
hand, more resources could have been spdmbtalen the scope of data gatherings previously
mentioned, and to incorporate a wider range of cgsur(including raw data, unofficial and
unpublished sources) into the analysis,. This $® alcknowledged as necessary by some EFSA’s
Heads of Unit.

1.4 Summary of the Main Conclusions

* Visibility of the follow-up given to an opinion isertainly a motivational tool appreciated by all
panels and scientific units. However, innamber of cases this information was already
shared in plenary meetings or through other informal nsand often with a greater level of
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detail. Feedback is of little help in improving phang of activities and prioritisation of requests
for an opinion, which would require sharing detaisnual work plans in advance.

For the proposed indicator to serve as a reasomabig/ of usefulness, eertain consistency

in factual reporting across the different DG SANCO units would be required Most
importantly the key discriminatory criterion shouldt be whether action has been taken or not,
but whether thessue is still in the agendaof risk managers long after the opinion has been
released. This criterion appears to be a fairlabéd proxy indicator of possible usefulness and
as such of some interest for EFSA management pesp@n the contrary, a decision to take no
action is not necessarily relevant to accomplisfiRGA aims. The proposed indicator is at any
rate unlikely to capture softer instances of protdevith timing or relevance that would require
additional complementary information. However, iertain cases the indicator is likely to
overestimate possible problems actually due torgplaeallel unrelated inputs in the decision
making process.

The proposedargets appear realistic and achievablealthough possibly overestimated as far
as authorisation-related procedures are concehméalct, in the sample under consideration, the
usefulness criteria are considered as met in 758e0tases.

Self-taskscapacity to raise issues in the policy agenda evpubbably require a separate more
detailed ad hoc study because the problem hardlysléself to being appreciated through a
routine DG SANCO-driven monitoring system, as ppliagenda setting mechanisms are
typically complex and involve several different @st (Parliament, Member States,
Stakeholders, etc.). Along the same lines, the atipaicator is unable to capture the degree to
which recommendations have been taken upy different services of the Commission (e.g.
DG Research, the Joint Research Centre when réjestan) which appears to be fairly low
prima facie but would also require a separate study.

The sample considered does not provide conclusiikece on possible synergies between the
proposed impact indicator and other existEIigSA performance indicators on compliance
with deadlines in drawing conclusions on usefulnéss suggested by some interviewees,
complementary information on usefulness and relewanould be gathered bkeeping
systematic track of the Commission’s subsequent witen requests for clarification,
including follow-up requests for an opinion nottjtisd by the appearance of new scientific
evidence.

Overall usefulness appears to overestimate value for mondlyat is deemed satisfactory in
66% of cases in the sample. To compensate forbihs a very rough performance indicator
can possibly be represented by the ratio betwesnuimber of studies reviewed and referenced
and the number of external expert/days required rfon authorisation-related opinions.
Conversely, the number of unpublished sources atd ceferenced could be considered a
substantial gain in value for money terms, as theyld represent novel elements in the
decision making process typically appreciated lsk rmanagers. The reliability of these
tentative indicators would however require furthgot testing to be validated.
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CHAPTER TWO — THE USEFULNESS OF THE VARIOUS PARTS

Introduction. This chapter deals in more detail with the usefsgnef various components of
EFSA’s scientific outputs. The purpose of this ge@@l is to provide a more analytical feedback on
the perceived determinants of quality and on thgreke of satisfaction with the various parts. The
chapter is structured in three sections. The flesicribes the judgment criteria used and how they
were construed, the second summarizes main findisgir as usefulness is concerned, and the
final section summarizes the main conclusions.

2.1 The Judgment Criteria

Rationale Behind Methodological Approach.The terms of reference expressly mention the need
to assess the relative usefulness of the variongponents of EFSA scientific outputs and the
reasons why. The assumption to be verified was ¢batin parts of the documents, e.g. the
executive summary and conclusions, could possiblyehgreater weight than other parts of the
main text indetermining perceived usefulness for policymaking gwrposes During the kick off
meeting it turned out that EFSA was interested maader understanding of the subject, inclusive
of the procedural aspects linked to the opinionmfatron process and the scope of analysis was
extended accordingly.

The problem of assessing the usefulness of th@uwanparts was split into two parts. First risk
managers were asked to score fikeceived importancethey attached to certaguality features

of the opinion or the opinion-making process in grah terms. This was intended to provide
elements for ranking the relative importance andsueng dispersion of subjective opinions -
including the possible existence of outliers amoegpondents - as it was expected that a certain
degree of variability would be found. Then a mopedgfic and articulated assessment was
requested about their specifiegree of satisfactionwith the same quality features in the specific
case under consideration and of the reasons why.

Definition of Quality Features: The identified quality features to be investighate more detail
were agreed upon in the inception phase as follows:

1) The quality of theexecutive summargefined in terms of adequacy of tiléormative contents
to the intended reader amtlusion of all the relevant elementd$o be highlighted.

2) The quality of the information obackground and contexh allowing the reader to put the
EFSA scientific output into adequate context andseguentlyunderstand the rationale
behind the mandateand the contents of the terms of reference.

3) The perceived quality of the scientific assessmientterms of data transparency and
completenesdncluding the presence in the text otlear description of sources used and
their possible limitations, the existence of clearand exhaustive referencing, and
transparent justification for the possible omissionof apparently relevant data or other major
sources.

4) The perceived quality of the scientific assessnretgrms ofmethodological transparency and
appropriatenessincluding considerations on the presence of ary@atedescription of the
methodologyadopted in the text, a clgastification of the assumptions madeandthe line of
reasoning followed a clear explanation — whenever relevant — ohtleeleling and calculations
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made, compliance with internationally recognizedthrods, and - more generally speaking -
recourse to the best available science.

5) The perceived quality of the scientific assessmerierms ofscope and significance of the
analysis including identification of all the relevant issuesfor decision makers and related
exhaustive analysis, clegrioritization of aspects deserving attention in tle text adequate
exposition and possible confutationsatternative explanations of data

6) The quality of conclusions and recommendations their being clear, succinct and
operationally-oriented, as well as sufficientlyustified by the underlying analysis and in
clearly indicating their possible limitations (metlological assumptions, areas of uncertainty
and other data gaps).

7) The overall quality opresentation aspectsoth in terms obverall readability andlength of
the text and as concerns the degree of accessibility dfibeialized terminologyused.

8) The quality of theinteraction with EFSAnN terms of addressing information dlarification
needsduring the process and of warning in advance apossible problems in executing the
mandate.

9) The perceived adequacy of the arrangements madasiareinteraction with Member States
and relevant stakeholdeo substantive matters aimformation exchange

2.2 Main Findings

General Importance of the Different Quality Features for Risk Managers. The table below
(tab.2.1) summarizes the perceived importanceetitfierent quality features of a scientific output
for risk managers in general terms, i.e. with necHc reference to the case studies under review.
Average, and median values as well as outlierssaparately reported to allow the reader to
appreciate the dispersion in judgments on a scaie bne to ten by increasing order of importance.
As can be seeronclusions and recommendations are confirmed asélsingle most important
part of scientific opinions with overwhelming consensusong respondents and little variation in
answer. Theexecutive summaryfollows as the second most important item though @& slightly
lower degree of consensus and one notable disgenéw among the interviewees.

The quality features of the underlying scientifgsassment follow in order of importance, with a
slightly more prominent role played lilge scope and significance of the analysisver stricter
methodological and data completeness consideratloteraction with risk managers e facto
attributed an importance more or less equal to auetlogical aspects, whilarrangements to
involve Member Statesand stakeholdersappear as the mosbntroversial quality feature with
substantial variation in feedback provided by wigwvees with fairly divergent views. There seems
to be a division between those who are concerrredgdr involvement of external actors will end
up endangering the panels’ independence, ultimatédyfering with their activities, and those in
favor of a much greater use of current proceduadsigory forums, public consultations), though
this represents a substantial cost burden. Thenad# of the latter is that the sooner reservations
about EFSASs preliminary orientations and challerigets conclusions come to light, the better it is
for risk management purposes. In a similar veimelsge also mixed views on applicdr@arings
which, from a procedural point of view, should laefully managed in order not to represent an
undue incentive to trade off written evidence @oimplete files for oral explanations.
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Presentation aspectsand the information provided to put the exercig® context are generally
deemedhe least important parts, although with notableariation among respondents as well.

Table 2.1 - Assessment of the Overall ImportanceQafality Features as Determinants of Usefulness for
Risk Management Purposes

Average | 4 2 3 4 5 6 7 8 9 | 10
Score
Executive o ——— @ ——
summary 8,83
Background and 5.00 0) ®e —— — O
context
Data transparency| 8,25 O Nl Y —
and completeness
Methodological
transparency and 8,30 o L
appropriateness
Scope and
significance of the 8,58 ) ®
analysis
Conclusmnsa_nd 9.25 O — — @
recommendations
Presentation O — — — @ — _
aspects 6,83
In.teract|onW|th 718 o —— @ — —
Risk Managers
Interaction with - L
Member States and 7,64 o ®
Stakeholders

Note: scale from 1 to 10 in increasing order of imporeardedian value indicated as outliers as.

Degree of Satisfaction with the Various Component®f Quality. The average degree of
satisfaction with the main perceived components|uility appear fairly good as reported in the
table below (tab. 2.2) showing the various featuagded in order of perceived importance and the
related average score on a scale from 1 to 5.

Table 2.2 - Overall Degree of Satisfaction with théarious Quality Features in the Case Studies
Considered

A = Ranking by B = Average Degree of
Quality Feature Perceived Importance | Satisfaction (from 1 to
(from 1 to 10) 5)
Conclusions and Recommendations 9.25 3.85
Executive Summary 8.83 3.85
Scope and Significance of the Analysis 8.58 3.40
Methodological Transparency and Appropriateness 08.3 3.50
Data Transparency and Completeness 8.25 4.17
Interaction with Member States and Stakeholders 47.6 4.50
Interaction with Risk Managers 7.18 4.50
Presentation Aspects 6.83 3.95
Background and Context 5.00 4.50
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Conclusions and Recommendatioepresent the quality feature thmore strictly correlates with
overall usefulness in that there is a one to one correspondence dagtwopinions deemed
insufficiently useful in general terms and a lowgae of satisfaction with the way conclusions are
drafted. This can be variously motivated by lack abdrity, lack of operational-orientation,
insufficient evidence of how conclusions were ad\at from the analysis and poor methodological
surety or a combination of these factors. It istivaroting that a lower score can be due to some
lack of terminological clarity about the magnitude of risk appreciated also in otherwise useful
opinions. Finally more emphasis on the degree oériainty attributed to various statements along
with more tentative statements themselves wouldvéleome provided that levels of uncertainty
and underlying data quality were made clearer, iplysg quantified form. Some risk managers
have reservations in principle with the idea tte@ommendationsare included in the tektin fact,

to them the decision to fund a study or carry authier research on a given subject appears to
correspond with the first step of possible risk agement actions and, as such, should be left to the
Commission’s discretionary assessment without &mritinput from EFSA. As recommendations
and conclusions strictly correlate, so should eglajualifiers. In other words, the sheer existarice

a recommendation should be consistent with theulagg used for the related conclusion. If this is
not the case then, it is deemed that the recomniendshould be dropped.

The quality assessment of thgecutive Summarydespite its perceived importance in its own right
- appears quiteincorrelated to the overall assessment of usefulrgesThis is evident in cases
where opinions score fairly high in terms of useéds yet the executive summasr seis deemed
badly drafted and to be of little use. There as® alases of good quality executive summaries in
opinions deemed to be of poor usefulness. When megmplaints were voiced, these usually
pertained to the “scholastic” or “academidfafting style of the executive summary or its poor
reflection of the underlyingrelevant contents for policymaking. Various and sometimes
contradictory opinions on language and style wése eecorded as possible areas of improvement
in instances where the level of satisfaction idhlogerall.

Scope and Significance of the Analyisighe single quality feature where problems ofifeecknt
nature tend to concentrate, which contribute to ldveest score of satisfaction recorded in the
analysis. First of all, this component, togetherthwthe conclusions and recommendations
component, is the only other one where a ctear way correspondence can be found with the
overall degree of usefulnessSo opinions deemed generally not useful alwaye lparoblems with
insufficient satisfaction with the scope and sigmaifice of the analysis and vice versa. Thus the
relatively low score may also reflect the alreadgntioned problem ofoverage of analysisand
parts of the mandate not addressed due to lacktaf th the case of authorization-related opinions
issues of scope are raised as well in cases wheraralysis does not strictly stick to regulatory
requirements but also covers other unnecessarg.af@@ally complaints were voiced about the
significance of textthat was exceedingly distracting to the readertaatimixed pages together of
little relevance with small sections that were emxtely important, without a clear hierarchy
established in the text to help the reader move fkey issues to less important ones within the
same chapter.

® This is in line with scholar research on the puticmary principle-related regulatory tools. A “fling more research
precautionary principle” is identified as the figep in risk management and linked to minimal seasfor concern.
Subsequent steps would be represented by the fhalion Disclosure Precautionary Principle” and tBEeonomic
Incentives Precautionary Principle” . See R.B. StgwEnvironmental Regulatory Decisionmaking under Utaiety,
Research in Law & Economics, 71, 76, 2002 or CRsSunsteirLaws of Fear — Beyond the Precautionary Principle,
Cambridge University Press 2005.
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Finally the significance of the analysis is alsieature particularly influenced by external feedbac
and stakeholders’ comments and is thus of a faebctive nature. Whenever the opinion is
challenged on some grounds the issue immediatelgsawhether enough elements can be found in
the text to reply to it, or whether there is atsteavidence that the comments have been taken into
consideration.

Methodological Transparency and Appropriatenéssa quality issue, partly influenced by the
experience risk managers have with the panels, lndheir attitude following the opinion
formation process. The longer this experience msl the more assiduous their presence to the
working group meeting is, the easier it becomegHem tofollow the line of reasoningin the text
(see box 2.1 below) and understand the assump#@iadsother methodological considerations.
Otherwise it can happen that only the more expeeéramong them will spot the elements spread
in various parts of the text, reconstruct the methagical approach and rationale behind it, and
debrief colleagues accordingly. In the worst ofstheases, key elements can be included in an
annex or be clearly understood only if one hasowdld the opinion formation process, which
makes the maintext not self-contained and difficult for outsider readers. The adequate
representation ofarious possible scientific viewson a subject also appears to be an issue on
occasion.

Data Transparency and Completenéssan item where notable improvement has been teghor
over time due tomproved guidanceand where there is a tendency to trust EFSA urdessus
challenges come from outsiders. In only one casetixere a problem considered serious enough by
a respondent that it had a direct impact on theatvasefulness assessment .

Interaction between EFSA and Risk Managsrgenerallydeemed very satisfactoryapart from
the somewhat grey area before the mandate is flynsdued where procedures are poorly
formalized and unexpected events can still occunceSthe useful practice of negotiating the
contents of the mandate in advance to avoid migstatedings and clarify expectations has begun
to take place, the contents of mandates have hbeguamprove over time, and reasons for discontent
remain related to the uncertain timing of the pescand to the limited predictability of mandates of
a cross-cutting or ambiguous nature, that can entgkentrusted with another panel than originally
expected thereby nullifying all the previous eféort

Interaction with Member States and Stakeholdmnd related arrangements are also considered
generally very satisfactoryand adequate to requirements. However, as medtibefre, this is
possibly the quality feature where respondentskiran of importance differs the most, and those
who consider the item very important still see rdomfurther improvement, especially with regard
to public consultations and procedures to incongoralated feedback.

Presentation Aspectare consideredrery good as far as the language and the terminolgg
adopted is considered, and interviewees generghigeathat it should be addressed to a public of
highly specialist readers deserving the highessiptes scientific rigor. Contrary to expectations,
any attempt to simplify the language for broademownication purposes was not particularly
welcome and, on the contrary, is a possible camsedmplaints aboutéxcessive trivializatiohof
issues. Théength of the text should be manageable for operathal purposesand should reach a
maximum 100-120 pages only in exceptional caseenihis threshold is deemed insufficient, it is
suggested that the mandate should be reworked,ospdiventually made more specific. A certain
tendency to underuse annexes for technical detailsepeat considerations already written
elsewhere is also reported.
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Background and Contexfhe vast majority of respondents are perfectlypyawith the EFSA

practice of copying and pasting the informationytheceive from the Commission as background

information and do not see a real need for anyhéurélaboration.

Box 2.1 The Complex and Poorly Harmonized Structuref EFSA Risk Assessments

Although there is general guidance on how scientifiinions should be structured in broad terms, A}l
current practice is still short of a harmonized &rahsparent standard to be used across the hoaves
noted that the structure of some outputs variedtlyrén their layout and tables of contents, altfloumore
homogeneity was reported on authorisation-relafgdians whose structure is more consistent oveet
and helps the reader. Moreover there is hardlyjastyfication in the text about why a certain sture was
selected. This peculiar feature of EFSA risk assess$ outputs has hindered any attempt at measthe
usefulness of the various parts of the text from bleginning, as results would not be homogenous
comparable for analytical purposes. The table bttd@s appendix C reports the structure of thevenedse
studies under consideration to highlight how dedpdy differ in their structure and layout of camite In

some cases the structure of the text can be parigipuzzling and sections named “conclusions”

disseminated at different levels both as chaptedsvathin chapters or as subparagraphs. In anathes a
section on “reply to the terms of reference” wadeatlafter the conclusions.

-S

m

and

are

2.3 Summary of the Main Conclusions

* The section onConclusions and Recommendations and the Executiveu@mary are

confirmed to be generally perceived as the moduusections of EFSA Scientific outputs and

where risk managers’ focus a large portion of tlagiention. However, while the first strict

ly

correlates with the assessment of the overall irsefa the second does not necessarily do so.
There is huge subjective variation among interveesven the parts considered less useful,

although information on background and contexiesegally deemed to be so.

* The specific reasons for satisfaction or dissatisfactioalso tend to consistently vary on a
case-by-case basiand few unanimous lessons can be learned from @ongpthe various
cases. Also length of experience with EFSA apptasgnificantly influence findings. All in
all the average assessment of the various partsaafgrly good. Well-drafted conclusions and
a satisfactory analysis in terms of scope and Bagmce significantly correlates with overall

perception of usefulness.

e Other features that were fairly unanimously ap@ied includedext that was concise and to
the point, that rarely exceeded a 100-120 page maximum, wsel of rigorous highly
specialised language. Reasons for dissatisfactiere welated to quality features that lent

themselves t@xternal challengesfirst and foremost (because certain aspects vggrered in

the analysis or methodologically unclear) and toklaf clarity in the way the text was

structured and the lines of reasoning utilized.

¢ Since there was large variation in the reasonsnbesatisfaction and dissatisfaction with the
various quality features there was even maadation in suggested recommendations for

improvement. Some respondents deem certain proposals necesganeas others view the

m

with scepticism. It is worth highlighting that sormpeoposals would imply a major regulatory /
organisational restructuring of the way EFSA opesaand of resources needed, and would

therefore face notable constraints in their impletagon.
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* For the time being substantial consensus was famdntroducing procedures to ensure a
maximum length of textwas not exceeded or to redefining the mandaterdicggy, as well as
to introducingterminological harmonisation in the way the magnitude of risks are defined, a
subject on which the EFSA Scientific Committee hegortedly already begun working on.
There are also elements that suggest the neecetgten enforcement of existing procedures
about thestructure and transparency of documents and to impove cross-referencingof
key elements.

* The case studies provide little indication of hanirhprove timing and prioritisation of issues
within the framework of the current EFSA regulatiépart from obvious considerations on the
availability of planning documents there appearsbéoasubstantial amount of informal
information on future mandates already shared well before the mandate is formalgased.
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CHAPTER THREE - COMPARISONS BETWEEN RISK MANAGERS A ND EFSA STAFF

Introduction . This chapter compares risk managers’ assessmigimt B#FSA staff's own self-
assessment. The purpose is twofold: (i) to havesa fough appreciation of the level to which
EFSA performance indicators (i.e. the self-assestsnand peer reviews carried out within the
framework of the EFSA internal quality review sys)ecan be used to complement information
provided by the proposed impact indicator and regme reasonable proxies of risk managers’
assessment criteria, and (ii) to provide quantiéatndications on the need to prioritize efforts to
redress areas that are perceived to need improveifiten chapter is structured in three parts. The
first section analyses the degree to which EFSA sigree with their counterparts’ ranking of
importance of the various parts of a scientificpoit This is first done in average terms and then
through a specific one-to-one comparison of therekego which the subjective judgement of the
staff of the various EFSA units specifically mirtbie judgment criteria of their counterparts, given
the extreme variability of the latter.

Then a more specific comparison will be made ofakgost assessment made by both groups on
the adequacy of effort devoted to the implementatd the twelve case studies in order to
understand perceptions about the prioritisatiomedds for improvement. Summary conclusions
will finally be presented.

3.1 Compared Relative Importance of the Main Qually Features

Group Comparisons. The Table below (tab.3.1) summarises and compeedindings of the
perceived relative importance of the various quai@atures in terms of ranking of importance
between Commission interviewees and EFSA scientifit staff. As can be seen there are some
notable differences in the assessments made kythgroups. To EFSA staff the intrinsic quality
features of the scientific assessment (e.g. damaplaeness and transparency, methodological
transparency and appropriateness, and the scop&gificance of the analysis) represent the most
important parts, followed by the section on conidaos and recommendations and the executive
summary. Their Commission counterparts rank impagan the opposite order. Then within the
specific framework of the scientific assessmentlityuariteria, the scope and significance of the
analysis appear to be least important to EFSA,siddiie it is most important for their risk manager
counterparts.

The two groups also notably diverge in the relatimgortance attributed to background and
context. There is substantial coincidence of viewsll other items with the possible exception of
the interaction with MS and stakeholders, the ingprure of which tends to be underestimated by
EFSA staff when compared to Commission risk marsager
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Table 3.1 - EFSA Staff Self Assessment of the Olldraportance of Quality Features as Determinant$ o
Usefulness as compared to Commission Risk Managéisessment

A:‘S’erage 1 | 2| 3| 4|5 | 6| 7 8 9 | 10
core

Executive summary

EFSA 8.2 O |l— @& |
Executive summary EC  8.83 O ()
Background and

context EFSA 8.21 O |— | —| @ — | —
Background and

context EC 5.00 O ® | O

Data transparency and

completeness EFSA 8.91 C|l—) @& |
Data transparency and

completeness EC 8.25 O  —] ® ||
Methodological

transparency and 9.25 O . @
appropriateness EFSA

Methodological

transparency and 8.30 O o

appropriateness EC

Scope and significance

of the analysis EFSA 9.08 O ®
Scope and significance

of the analysis EC 8.58 o | J p—
Conclusions and

recommendations 9.00 O o

EFSA

Conclusions and

recommendations EC 9:25 o — — @
Presentation aspects

EFSA 7.33 o| - ®| __ | |0
Presentation aspects EC 6.83 O I S R Y | - -
Interaction with Risk

Managers EFSA 8.1 O | J [
Interaction with Risk

Managers EC /.18 o |—]] ® |
Interaction with

Member States and 6.67 O o

Stakeholders EFSA

Interaction with

Member States and 7.64 O o |l @

Stakeholders EC

Note: rank from 1 to 10 in increasing order of impodenMedian value indicated asoutliers as.
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As far as timing and resource issues are concemilgidh are not reported in the table above, the
two groups do not differ substantially in the imgaoice attributed to timing aspects, that are ranjed
mid-way by both, but EFSA staff are much more yka$ a group to believe there was a shortage of
human resources and expertise available in devejdpe opinions under consideration (some 40%
of respondents as against none within the Commmigs$i@n their counterparts. They also maintain
that more time should have been devoted to claefgtions of the content (30% of respondents).
The last finding is compatible with a broadly sianiproportion of risk managers who complained
about EFSA’s failure to cover the entire scopeh& mandate due to missing data and, at least
theoretically, were more than willing to trade-affmore extended deadline for a better coverage of
all aspects.

One to One Comparisons The table below (table 3.2) reports in simplifiedmat the degree to
which EFSA staff can be considered good prediatbtie importance attributed to a given quality
feature by their respective counterpart risk marsagwithin the Commission. Perfect
correspondence is defined as exactly the same goger, good correspondence as a variation in
the range of +/- one point, limited correspondecrm@esponds to a range of +/- two points and poor
correspondence is defined as a difference of thoags or more.

Tab 3.2 Degree of One to One Correspondence betwsEeBA Staff and Risk Managers Assessments on
the Relative Importance of the Quality Features

Perfect Good Limited Poor
Correspondence Correspondence Correspondence Correspondence
Executive summary o0 X ' °
Background and contexf] o0 ) ° eoo
Data transparency and
[ ] [ X J [ X J [ X ]
completeness
Methodological
transparency and oo YY) oo °
appropriateness
Scope and significance
. [ ] (X} (XX J o0
of the analysis
Conclusions and
. o0 (X J (X} [ ]
recommendations
Presentation aspects [ oo ° eoe
Interaction with Risk
[ (X} [ ] o0
Managers
Interaction with Member coo . .o o
States and Stakeholders

Legend =e from 0% to below 20%=me from 20 to below 40%eee 40% and over

Background and context are quality features wh@m@raximation of views is more difficult to
achieve, while the executive summary and the cemmhs and recommendations parts are
relatively easier to predict, but this depends alsanore limited variation in responses. EFSA staff
also seem to have a divergent perspective tham toeinterparts when it comes to scope and
significance of analysis considerations and prediemt aspects. Interestingly, they appear to share
the same views as far as mutual interaction aretantion with stakeholders is concerned despite
the fact that these are areas with notable unaeriariations in assessment.

3.2 Satisfaction with the Level of Effort Devoteda the Various Parts

Main Comparative Findings. The table below (table 3.3) reports the differasgessments made
by Commission risk managers and EFSA staff on ttegaacy of the level of effort devoted to
various parts of the opinions included in the sanpthen compared to their own quality
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benchmarks. The major differences derive from then@ission’s perception that too little effort
was devoted to drafting the executive summary @nuring an adequate scope and significance to
the analysis. Some other reservations were exmt@ssgeas where the effort devoted appeared not
to be justified by the needs as was the case \eittaio aspects of authorization-related situations
that exceeded strict regulatory requirements, ¢n womplex statistical calculations or other forms
of modelling, as well as the use of unnecessargean detail in the text.

Table 3.3 - Adequacy of Effort Devoted to Qualitg&tures While Implementing the Specific Opinion
under Consideration (rounded at closer 5 %)

EFSA EC
Too Limited | Adequate | Too much | Too Limited Adequate Too much
Effort Effort effort Effort Effort effort

Executive summary 10% 90% - 55% 45% -
Background and contexf] 25% 50% 25% 25% 65% 10%
Data transparency and ) 90% 10% 20% 20% 10%
completeness
Methodological
transparency and 25% 75% - 40% 40% 20%
appropriateness
Scope and significance 10% 75% 15% 55% 20% 25%
of the analysis
Conclusions and 10% 75% 15% 35% 55% 10%
recommendations
Presentation aspects 15% 60% 25% 20% 55% 25%
Interaction with Risk 30% 60% 10% 2506 60% 15%
Managers
Interaction with Member o o o 0 o o
States and Stakeholders 10% 80% 10% 30% 60% 10%

One to One ComparisonsAlso in this case a one-to-one comparison wasezhout to assess the
level of similarity in views between the componeotshe two groups reported in table 3.4 below.
Perfect correspondence was defined as perfectiig@mthe judgement, limited correspondence as
a variation of +/- one point in a scale of five gmabr correspondence as any difference exceeding
two points. The results basically confirm the fimgls above. There is less agreement between the
two on the effort devoted to background and to ecmd significance of analysis. Yet the views of
EFSA staff appear to be a reasonably good predudttreir counterparts’ assessments in terms of
the executive summary, conclusions and procedspEds.

Tab. 3.4 - Degree of One to One CorrespondencémmAssessments as far as Adequacy of Effort is

Concerned

Perfect

Correspondence

Limited

Correspondence

Poor Correspondence

Executive summary

Background and context

Data transparency and completeness

Methodological transparency and

appropriateness

Scope and significance of the analysis

Conclusions and recommendations

Presentation aspects

Interaction with Risk Managers

Interaction with Member States and

Stakeholders

Legend =e from 0% to below 20%se from 20 to below 40%eee 40% and over
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3.3 Summary of Main Conclusions

Quality criteria used by EFSA staff are generallyoren influenced by academic
considerations than those of their counterparthiwithe Commission that appear more
practically-oriented.

Both self-assessment and peer review can be coedidgod instruments for internal
quality control to complement the findings of thepact, but both share the same
weaknesses in grasping risk managers’ feedbackaasd certain quality aspects are
concerned. Complementary use of external reviewhmp reduce these self-assessment
biases, as well as provide a more detailed feedeseicise on a multi-annual basis.

There are areas where room for improvement is deguossible with existing resources
though this would require compliance with stricl@ocedures. There are also a limited
number of areas where further cost savings are eeégssible, as the level of effort is too
high to meet risk managers’ expectations.
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APPENDIX A — THE INTERVIEW PROGRAMMES

A.1 EFSA Staff

Date Interviewee Subject

PPR - Updating the opinion related to the revigbn
Annexes Il and Il to Council Directive 91/414/EEC

March 1&" Luc Mohimont (Acting Head of concerning the placing of plant protection products
Unit) on the market — Toxicological and metabolism
studies
March 10" Claudia Heppner CONTAM - Review of the criteriar facceptable
previous cargoes for edible fats and oils
March 18 Franck Berthe, Per Have, OripAHAW - Opinion of the Scientific Panel on Animal
Ribo Arboledas Health and Welfare (AHAW) related with the

vaccination against avian influenza of H5 and H7
subtypes in domestic poultry and captive birds

March 18’ Claudia Roncancio Pena FEEDAP - Opinion of thee8ific Panel on
additives and products or substances used in animal
feed (FEEDAP) on the Maximum Residue Limits for

Clinacox 0.5 % (diclazuril) for turkeys for fatteg,
chickens for fattening and chickens reared fomgyi

Date Interviewee Subject

March 11" Juliane Kleiner NDA Plant Stanols and Plant Sterand Blood
LDL-Cholesterol - Scientific Opinion of the Panel 0
Dietetic Products Nutrition and Allergies on a reg
from the European Commission and a similar request
from France in relation to the authorization praged
for health claims on plant stanols and plant sgerol
and lowering/reducing blood LDL-cholesterpl
pursuant to Article 14 of Regulation (EC) No

1924/2006
March 11" Alexandre  Feigenbaum, AnnaCEF - "Opinion on Bisphenol A: evaluation of|a
Federica Castaldi study investigating its neurodevelopmental toxicity

review of recent scientific literature on its takyc
and advice on the Danish risk assessment of
Bisphenol A"

March 11" Djien Liem Scientific Committee. Food Safety, idwal Health
and Welfare and Environmental Impact of Animals
derived from Cloning by Somatic Cell Nucleus
Transfer (SCNT) and their Offspring and Products
Obtained from those Animals including the two
updates in 2008 and 2009

Date Interviewee Subject
March 14" Elzbieta Ceglarska PLH Evaluation of a pest rigkalysis on
Thaumetopoea  processionea L., the pak

processionary moth, prepared by the UK and
extension of its scope to the EU territory

Date Interviewee Subject

March 18" Marta Hugas, Fulvio Barizzone BIOHAZ Opinion dhe Scientific Panel on
biological hazards (BIOHAZ) on the assessment of
the health risks of feeding of ruminants with fiskah
in relation to the risk of TSE

Date Interviewee Subject

March 2 Per Bergman GMO Applications (EFSA-GMO-RX-MONB81foy
renewal of authorisation for the continued markgtin
of (1) existing food and food ingredients producged
from genetically modified insect resistant maijze
MON810; (2) feed consisting of and/or containing
maize MONS810, including the use of seed for
cultivation; and of (3) food and feed additivesdan
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unde

r Regulation (EC)

Monsanto

feed materials produced from maize MONB810,
frg

No 1829/2003

all
m

March 2F

Herman Fontier, Hermine Reich

PRAPeR. "Potenti&Msrifor public health due to th
presence of nicotine in wild mushrooms".

March 2F

Hugues Kenigswald

food

supplements

ANS. Chromium picolinate, zincofinate and zing
picolinate dihydrate added for nutritional purposes

D

A.2 European Commission Staff

Panel/ Unit

Case Study

Interviewee

Date

AHAW

Opinion of the Scientific Panel on Animal Healttdan
Welfare (AHAW) related with the vaccination against
avian influenza of H5 and H7 subtypes in domestic
poultry and captive birds

Alberto Laddomada
Maria Pittman

31 March 2011

ANS

Chromium picolinate, zinc picolinate and zinc pinate
dihydrate added for nutritional purposes in food
supplements

Agnwska
Kordasiewicz

5 April 2011

BIOHAZ

Opinion of the Scientific Panel on biological hatsar
(BIOHAZ) on the assessment of the health risks of
feeding of ruminants with fishmeal in relation hetrisk
of TSE

Koen van Dyck

6 April 2011

CEF

Opinion on Bisphenol A: evaluation of a study
investigating its

neurodevelopmental toxicity, review of recent stifen
literature on its

toxicity and advice on the Danish risk assessment o
Bisphenol A

Chantal Bruetschy
Annette Schaeffer

5 April 2011

CONTAM

Review of the criteria for acceptable previous oes)
for edible fats and oils

Frank Swartenbroux

6 April 2011

FEEDAP

Opinion of the Scientific Panel on additives and
products or substances used in animal feed (FEEDA
on the Maximum Residue Limits for Clinacox 0.5 %
(diclazuril) for turkeys for fattening, chickensrfo

fattening and chickens reared for laying (02.077300

P)
Willem Penning

1 April 2011

GMO

Applications (EFSA-GMO-RX-MON810) for renewal
of authorisation for the continued marketing of (1)
existing food and food ingredients produced from
genetically modified insect resistant maize MON810
(2) feed consisting of and/or containing maize MQRBIg
including the use of seed for cultivation; and 3)ffood
and feed additives, and feed materials produced fro
maize MONB810, all under Regulation (EC) No
1829/2003 from Monsanto

Dorothée Andre

5 April 2011

NDA

Plant Stanols and Plant Sterols and Blood LDL-
Cholesterol - Scientific Opinion of the Panel orefatic
Products Nutrition and Allergies on a request fittuen
European Commission and a similar request from
France in relation to the authorization procedore f
health claims on plant stanols and plant sterads an
lowering/reducing blood LDL-cholesterol pursuant to
Article 14 of Regulation (EC) No 1924/2006

Christina Antoniou

5 April 2011

PLH

Evaluation of a pest risk analysis on Thaumetopoea
processionea L., the oak processionary moth, peepal
by the UK and extension of its scope to the EUttasr

Dana Irina Simion
Harry Arus

31 March 2011

PPR

Updating the opinion related to the revision of Ares
Il and Il to Council Directive 91/414/EEC concangi

Francesca Arena

the placing of plant protection products on the kaa

30 March 2011
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Panel/ Unit

Case Study

Interviewee

Date

Toxicological and metabolism studies

PRAPER

nicotine in wild
mushrooms

Potential risks for public health due to the presecof

Francesca Arena

30 March 2011

Food Safety, Animal Health and Welfare and
Environmental Impact of Animals derived from Clogi

Chantal Bruetschy
José Luis De Felipe

=]

SC&AF | by Somatic Cell Nucleus Transfer (SCNT) and their Gardon 5 April 2011
Offspring and Products Obtained from those Animals Andreas Kleotsch
including the two updates in 2008 and 2009 P
A.3 Member States and Stakeholders’ Groups
# Name Affiliation Position DEUS o_f i
Interview
Andrew WADGE Food Standards Agency (UK) Director May 03rd
5 Ruth VEALE BEUC (Europ.ear! Consumers Head of Food Policy May 06th
Organisation) Department
3 Christophe DERRIEN Copa - Coge_ca (Europgan farmers and Policy Advisor May 06th
agri-cooperatives)
- National Sanitary Veterinary and Fopd .
4 Liviu RUSU Safety Authority (RO) General Director May 06th
CIAA (confederation of the food and Director Food Policy,
5 Beate KETTLITZ drink industries) Science and R&D May 13th
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APPENDIX B — THE SEMISTRUCTURED INTERVIEW TO COMMIS SION

MANAGERS

1. Opinion Contents

1.1 Executive Summary

RISK

Questions

Type of Answer

To what extent is the executive summary informafe
your decision making needs ? Are all relevant iss
highlighted ?

Qualitative answer
sue

Does the executive summary adequately reflect
background, the mandate received and the conckl
/recommendations formulated by the Panel/SC?

Dealitative answer
sion

All in all, how do you rate the quality of the exgwe
summary?

Rank from 1=poor to 5=excellent.

1.2 Background and Context

Questions

Type of Answer

Is the background info clearly exposed to put thmion
into context?

Qualitative answer

Are the terms of reference of the mandate cle
described?

a@yalitative answer

All in all, how do you rate the quality of the barkund
and context description?

Rank from 1=poor to 5=excellent.

1.3 Scientific Assessment — Data Transparency and Gsienss

Questions

Type of Answer

Are data on which the opinion is based clearly deed? Are| Qualitative answer

possible limitations of these data adequately desdr
opinion? Are sources adequately referenced at titk
document?

in the
of the

Does the opinion use all relevant data sources?he missing Qualitative answer

info?

In the event some data were excluded, is the @toand
adequately justified?

criteria Qualitative answer
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All in all, how do you rate the transparency of tfeta and the¢ Rank from  1=poor t(

completeness of the data-gathering work done?

5=excellent.

1.4 Scientific Assessment — Methodological Transp

aremmy Appropriateness

Questions

Type of Answer

Is the methodology followed adequately described@
the assumptions, lines of reasoning and (if apple3
calculation and mathematical models clearly justifi Or
do they remain somehow implicit ?

Aualitative answer

Does the opinion follow internationally recogniseQualitative answer

methods? And, more generally, is the opinion basethe
best available science?

All in all, how do you rate the transparency ariRlank from 1=poor to 5=excellent.

appropriateness of the methodology used?

1.5Scientific Assessment — Scope and Significance®finalysis

Questions

Type of Answer

Have all the relevant issues for decision makersnb®&ualitative answer

identified? Is the analysis of these issues suffitty
exhaustive for your needs ?

Are these issues duly prioritised ? Is there
presentation by order of importance ? Is the ee
facilitated to understand what matters?

aQyialitative answer
ad

Are possible alternative counterarguments cle
described and adequately confuted ?

afyalitative answer

All in all, how do you rate the scope and significa of
the analysis?

Rank from 1=poor to 5=excellent.

1.6 Conclusions and recommendations.

Questions

Type of Answer

Are conclusions (and - where applicable
recommendations) sufficiently clear, succinct :
operational-oriented?

Qualitative answer
and

Are conclusions (and - where applicable
recommendations) sufficiently justified by the erlgling

Qualitative answer
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analysis ?

Are possible reservations (e.g. methodological weakes Qualitative answer

/ uncertainties and data ‘gaps’) on the validity
conclusions clearly described?

of

All in all, how do you rate the quality of concloss and
recommendations?

Rank from 1=poor to 5=excellent.

2. Presentation and Operational Aspects.

2.1 Presentation

Questions

Type of Answer

Are you satisfied with the length of the text? @uid it
have been made shorter / longer ?

Qualitative answer

Is the opinion written in a language reasonablyeasible
also to the non specialist reader ?

Qualitative answer

Is the opinion using internationally accepted temlogy
?

Is the opinion using international
accepted terminology?

All in all, how do you rate the quality of the oaélr
presentation ?

Rank from 1=poor to 5=excellent.

2.2 Timing of the Process

Question

Type of Answer

Was the opinion delivered reasonably in line witle
agreed timetable? If not, what are in your opinibe
main causes ?

tQualitative answer

All things considered and irrespective of agreeadtiaes
has the opinion arrived on time to be taken
consideration in the decision making process?

Qualitative answer
in

If you had been given the possibility would you &g
traded off a speedier delivery with less in-depdintents
or vice-versayou would have preferred giving EFS
more time to analyse certain aspects ? If so, el
elaborate.

NQualitative answer

A
eas

All'in all, how do you rate the timing of the prese?

Rank from 1=poor to 5=excellent.
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2.3 Interaction with EFSA

Question

Type of Answer

Are you satisfied with the interactions you couldvé
with EFSA to clarify developing information, or eme

that your main concerns as risk manager were b

addressed? If not, why?

Qualitative answer

eing

In case, have you adequately warned in advanc
possible operational problems (e.g. delays in isadbn,
missing key data, likely inconclusive findings, .g2cOr
were you caught by surprise ?

eQatlitative answer

All in all, how do you rate the interaction with &R
during the development of the opinion?

Rank from 1=poor to 5=excellent.

2.4 Interaction with Stakeholders and Member States

Question

Type of Answer

Are you satisfied with the arrangements made thega
and analyse the points of view of national courddagj
and stakeholder groups ? Has the process bearsivie
enough ?

tQualitative answer

All'in all, how do you rate the interaction withakeholder
groups and Member States?

Rank from 1=poor to 5=excellent.

3. Summary Judgment

3.1 0verall Usefulness of Output and ResponsiveneBisio Management Needs.

Question

Type of Answer

All in all, was the opinion useful to you as rislanagers’
Did the opinion provide clarity and surety to tihecision
making process? Could you have proceeded with®ut it

» Qualitative answer

Did the opinion fully address the scope and mearmh
the mandate?

gQualitative answer

With the benefit of hindsight would you have drdftide
mandate differently ? If so, how? Do you thinkttB&SA
procedures (e.g. the Committee of Panel) were Hle>

Qualitative answer
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enough to ensure responsiveness to your needs?

All in all to what extent do you think the opiniavas fit
for purpose?

Rank from 1=poor to 5=excellent.

3.2Broader Policymaking Support.

Questions

Type of Answer

Did the opinion otherwise raise issues of concemtlie
policy agenda ? In case, was this useful at tina¢ tie.g.
in developing your risk management activities, ar
developing further the policy orientation in theeas of
the mandate)?

Qualitative answer

All in all how do you rate the contribution of tleg@inion
to broader policymaking support?

Rank from 1=poor to 5=excellent.

3.3Comparative Importance of Different Parts and Appigieness of Related Effort

Question

Type of Answer

Have the efforts devoted to the following elemesitshe
opinion drafting been in line with your expectagén

Rank from 1 too little effort to 3 righ

level of effort to 5 too much effort

—+

Generally speaking, what is the importance youchtta
these elements?

Rank from 1 very negative importan

to 10 very important

Assessment of efforts Assessmen
of overall
importance

1 |2 |3 |4 |5 (1 to 10)

effort devoted to drafting thexecutive summary

effort devoted talarifying background and context

effort devoted to ensurelata transparency and
completeness

effort devoted to ensure themethodological
transparency and appropriateness

effort devoted to ensure the quality of the overall
analysis
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effort devoted write conclusions and

recommendations

to

effort devoted to overafiresentation aspects

effort devoted tdimely process the opinion

effort devoted tanteraction with risk managers

effort devoted to interaction with national

counterparts and stakeholders

3.4Value-for-money

Question

Type of Answer

Based on the usefulness the opinion had for yosk
managing purposes and your overall satisfactiorh
gualitative features how would you assess the viotig
aspects:

human resources and expertise
time invested

iBased on the options below a
gfualitative assessment

nd

All in all how do you rate the value-for-money dfet
opinion?

Rank from 1=poo

r to 5=excellent.

There was a There was some

severe shortage | shortage of ) )
of human human resources All in all fair
resources and and expertise

expertise

Maybe a bit tog
much was
invested for the
results achieved

Definitely too
much was

» invested to justify
the results

Much more time | A bit more time

should be should have spent )
invested to to clarify a few | All inall fair
further explore | more things

issues

It lasted a bit tog
long for the
output we havg
received

It lasted definitely
too long for the
> output we haveé
received

3.5Comparative assessment

Question

Type of Answer

All in all, how do this opinion compare to similapinions
from the same panel ? Is it above average in liith
average or below average?

above average.

Qualitative answer with quantitatiy
vclassification: below average, avera

e
Je,

If above or below average, what is the main reagon ?

Qualitative answer
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APPENDIX C — THE TABLE OF CONTENTS OF THE CASE STUDIES

First Level Structure

Second Level Structure

Avian Influenza Vaccines

1. Background

2. Terms of reference

2.1. Clarification of the Terms of Reference

I. Update on the most recent development on vasagainst avian
influenza of H5 and H7 subtypes, both for domestialtry and other
captive birds, including experiences with their uséer laboratory
conditions and in the field, as well as future pertives

II. Evaluation of laboratory testing methods fonaillance of vaccinated
flocks in particular discriminatory tests usedhe tontext of a DIVA
(Differentiating Infected from Vaccinated Animalktyategy
3.Conclusions and recommendations

4. Working Group Members

5. Acknowledgements

6. AHAW Scientific Panel Members

7. References

8. Annexes

1.2. Risk and benefits of Al vaccinatior
of poultry and other captive birds

1.3. Public health implications of
vaccination

I.4. International experience in the fiel
of vaccine effectiveness in domestic
fowl

I.5. Current regulatory status of H5/H7
Al vaccines in the EU

1.6. Animal welfare considerations in
the development and testing of
Vaccines

I1.1. Strategies to discriminate Al
H5/H7-infected from non-infected
vaccinated flocks: DIVA

11.1.1. Background

11.1.2. Surveillance

11.1.3. Inactivated conventional
vaccines and accompanying diagnost
tests or systems to reveal field exposu
11.1.4. Engineered vaccines and
accompanying tests

11.1.5. General characteristics that nee
to meet the diagnostic serology and
virology tests

3.1. Update on the most recent
development on vaccines against Al g
H5 and H7 subtypes

3.1.1. Conclusions

3.1.2. Recommendations

3.2. Evaluation of laboratory testing
methods for surveillance of vaccinate
flocks in particular DIVA
3.2.1. Conclusions

3.2.2. Recommendations

= 0O
()

=2

i

Picolinates as Supplements

- Panel Members

- Summary

- Table of Contents

- Background as provided by the European Commission
- Terms of reference as provided by the Europeanr@igsion
- Acknowledgements

- Assessment:

1. Introduction

2. Technical Data

3.Biological and Toxicological Data

4. Discussion

- Conclusions

- Documentation provided to EFSA

- References

- Glossary / Abbreviations

2.1. Chemistry

2.2. Specifications

2.3. Manufacturing process

2.4. Methods of analysis in food
2.5. Reaction and fate in foods to whig
the source is added

2.6. Case of need and proposed uses
2.7. Existing authorisations and
evaluations

2.8. Exposure

3.1. Bioavailability, absorption,
distribution, metabolism and excretion
3.2. Toxicological data

3.3. Reproductive and developmental
toxicity

3.4. Chronic toxicity and
carcinogenicity

3.5. Genotoxicity

h

3.6.Human data
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Fishmeal as Feed for Ruminants

1. Introduction

2. Terms of Reference

3. Background to the Mandate

4. Risk Assessment

5. Conclusions

6. Reply to the Terms of Reference

7. Recommendations

8. Documentation provided to EFSA

9. References

10. Annex I:Background on fish meal production asd for feeding

3.1. Scientific knowledge and former
SSC opinions

3.2. Justification of the request for a
scientific opinion

4.1. Preamble

4.2. Introduction

4.3. Analysis of new scientific
information

4.3.1. Update on recent research on
Prion Proteins in fish

4.3.2. Analysis of the research on the
evaluation of different discriminatory
tests

5.1. Conclusions on the TSE risks
including public health of feeding of
ruminants with fishmeal

5.2. Conclusions on detection methodis

Bisphenol A

- Abstract

- Summary

- Table of contents

- Background as provided by the European Commission

- Terms of reference as provided by the Europeanr@igsion

- Interpretation of the terms of reference by tRSE

Part | — Evaluation of the dietary developmentalrogoxicity study of
Bisphenol A in rats by Stump

(2009)

Part | — Assessment

1. Introduction.

2. Assessment of a newly available developmentalatexicity study in ratg
Part | — Conclusions

Part | - Documentation provided to EFSA

Part | — References

Part | — Abbreviations

Part | — Appendices

Part Il - Review of recent scientific literature thre toxicity of Bisphenol A
Part Il — Assessment

3. Introduction

4, Toxicokinetics

5. Toxicity

Part Il — Conclusions

Part Il — References

Part Il — Abbreviations

Part Il - Advice on the Danish risk assessmerBisphenol A
Part Il — Assessment

6. Introduction

7. Conclusions of the Danish risk assessment

8. Discussion of the Panel on the Danish risk assest

Part Ill — Conclusions

Part 1l — References

Part Ill — Abbreviations

Part IV - Overall Panel conclusions
9. Background
10. Conclusions from PART I: Evaluation of the digtdevelopmental

neurotoxicity study of Bisphenol A in rats

2.1. Summary of the study as reported
by Stump (2009)
2.2. The Panel's comments to the study
design and results

2.3. Discussion of the study outcome

4.1. New pharmacokinetic studies in
rats and monkeys (Doerge et al. 2010
2010b)

4.2. The enzymes involved in BPA
biotransformation

4.3. In utero exposure and kinetics
4.4. Neonatal exposure and kinetics
4.5. Human physiologically based
pharmacokinetic (PBPK) modelling
4.6. BPA repeated exposure

4.7. Summary and conclusions on
toxicokinetics

®

5.1. Human studies

5.2. Animal toxicity studies

5.3. Other information on the
endocrine-mediated action of BPA
5.4. Conclusions on toxicokinetics
5.5. Conclusions on human studies
5.6. Conclusions on studies in animals$
5.7. Conclusions on endocrine-mediated
action of BPA

11.1. Conclusions on toxicokinetics
11.2. Conclusions on human studies
11.3. Conclusions on studies in animdls
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11. Conclusions from PART Il: Review of recent stific literature on the
toxicity of Bisphenol A

12. Conclusions from PART lll: Advice on the Danistk assessment of
Bisphenol A

13. Overall conclusion

Part IV — References

Part IV — Abbreviations

Edible Fats and Oils

- Panel Members

- Summary

- Table of Contents

- Background as provided by the European Commission
-Terms of reference as provided by the Europeanriiesion
- Acknowledgements

- Assessment

1. Introduction

2. Previous assessments of the criteria for acbkppaevious cargoes
3. Assessment of the SCF criteria and the CCF@raxit

- Conclusions and Recommendations

- References

- Abbreviations

2.1. Scientific Committee on Food
Opinion (SCF Criteria)

2.2. Joint FAO/WHO Technical
Meeting (FAO/WHO Criteria)

2.3. 21st session of the Codex
Committee for Fats and Oils (CCFO
Criteria)

Clinacox

- Summary

- Background

- Terms of Reference

- Assessment

1. Introduction

- Conclusions

- Documentation provided to EFSA
- References

- Scientific Panel Members

1.1 Acceptable daily intake (ADI)

Maize Mon 810

- Panel Members

- Summary

- Table of Contents

- Background

- Terms of Reference

- Acknowledgements

- Assessment

1. Introduction

2. Issues raised by Member States

3. Molecular characterisation

4. Comparative analysis

5. Food/Feed safety assessment

6. Environmental risk assessment and monitoring
Overall Conclusions and Recommendations
- Documentation provided to EFSA

- References

3.1. Evaluation of relevant scientific
data
3.2. Conclusion

4.1. Evaluation of relevant scientific
data
4.2. Conclusion

5.1. Evaluation of relevant scientific
data
5.2. Conclusion

6.1. Evaluation of relevant scientific
data

6.1.6.4. Conclusion

6.1.8. Conclusion

6.2. Post-market environmental
monitoring

6.2.6. Conclusion

Plant Sterols and Stenols

- Panel Members

- Summary

- Table of Contents

- Background as provided by the European Commission

- Terms of Reference as provided by European Cosiomis

- Acknowledgements

- Assessment

1. Introduction

2. The range of daily intake of plant sterols atahpstanols and the
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corresponding biologically significant LDL-cholestélowering effect
expressed in percentage which can be reasonabégexp

3. Reference to the time needed to obtain theneldieffect expressed in
weeks and to the sustainablility of the claimeeetff

4. The food matrix to which plant sterols/plantstis are added and other
food characteristics that possibly determine the sf effect

- Conclusions

- References

The Oak Processionary Moth

- Panel Members

- Summary

- Table of Contents

- Background as provided by the European Commission
-Terms of reference as provided by the Europeanriiesion
- Acknowledgements

- Assessment

1. Introduction

2. Evaluation of the UK pest risk analysis and esten to the whole EU
area

- Conclusions and Recommendations

- Documentation provided to EFSA

- References

- Appendix A

- Appendix B

- Appendix C

1.1. General introduction to
Thaumetopoea processionea L.
1.2. The document under scrutiny
1.3. Evaluation procedure

2.1. Pest categorization

2.2. Assessment of the probability of
introduction and spread

2.3. Assessment of potential
consequences

2.4. Comments on the conclusion of tl
pest risk assessment

2.5. Degree of uncertainty

2.6. Evaluation of pest risk managemg
options

2.6.5. Conclusions

ne

2Nt

Toxicological and Metabolism Studies
- Panel Members

- Summary

- Table of Contents

- Background as provided by EFSA

- Terms of Reference as provided by EFSA
- Acknowledgements

- Evaluation

1. Introduction

2. Opinion

- References

Nicotine in Mushrooms

- Background to this request as provided by theofean Commission
- Terms of Reference

- Clarification of the terms of Reference

- Evaluation

1. Introduction

2. Legislative background

3. Hazard identification and characterisation

4. Assessment of exposure

5. Exposure estimates compared to the health lgasddnce values set by
EFSA

6. Assessment of the MRL proposal

- Conclusions and Recommendations

- References

- Appendix A: Short term dietary intake calculation

- Appendix B: Trade data of mushrooms. Source: ESRAT Comext
database

- Glossary / Abbreviations

3.1. Absorption, distribution, excretion
metabolism

3.2. Acute Toxicity

3.3. Short term toxicity

3.4. Genotoxicity

3.5. Chronic toxicity and
carcinogenicity

3.6. Reproductive and developmental
toxicity

3.7. Neurotoxicity3.8. Health-based
guidance values

4.1. Occurrence of nicotine in wild
mushrooms

4.2. Mushroom consumption

4.3. Exposure estimates based on
available occurrence data

5.1. Long term health effects:
5.2 Acute health effects

6.1. Methodology of long-term and
short-term consumer exposure in the
framework of setting MRLs

6.2. Food consumption data used in the
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pesticide risk assessment
6.3. Calculation of consumer exposureé

Animal Cloning

- Scientific Committee Members

- Summary

- Table of Contents

- Background as provided by the European Commission

- Terms of Reference as provided by the Europeanrssion
- Acknowledgements

- Assessment

1. Introduction to the opinion

2. Animal breeding and reproductive techniques

3. Epigenetic and genetic aspects of SCNT

4. Animal health and welfare implications of SCNT

5. Safety of meat and milk derived from clones (&)l their progeny (F1)
6. Impact on the genetic diversity, biodiversitylanvironment
- Overall Conclusions and Recommendations

- Conclusions

- Recommendations

- Information made available to EFSA

- Glossary and abbreviations used in the opinion

1.1. Matters not addressed in the
opinion
1.2. Terms used in the opinion

2.1. Introduction to Somatic Cell
Nucleus Transfer (SCNT

2.2. Cloned species and cloning
efficiency

2.3. Data on clones and their life span
2.4. Possible use of cloning

3.1. Epigenetic aspects:
Reprogramming in clones

3.2. Genetic aspects.

3.3. Other aspects

3.4. Conclusions of epigenetic and
genetic aspects of SCNT

4.1. Animal health

4.1.5. Conclusions on animal health
4.2. Animal welfare aspects

4.2.5. Conclusions on animal welfare

5.1. Molecular, biological and chemica
aspects considered for safety
5.2. Conclusions on food safety

6.1. Genetic diversity

6.2. Biodiversity

6.3. Environmental impacts

6.4. Conclusions on Impact on the

l

Environment and Genetic diversity
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