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SUMMARY

The purpose of this document is to provide an inventory of guidance and test methodologies that have
been developed or are in the process of being developed on risk assessment related to food and feed
safety.

This document covers three main aspects:
e Scientific aspects
e Procedural aspects
e Quality assurance

Each item is broken down into specific subtopics. The information is based on the Scientific
Committee opinions on transparency, the report of the Scientific Committee Secretariat on the list of
guidance, guidelines and working documents developed or in use by EFSA and the Evaluation of the
European Union Pesticide Safety Review Process.

The document lists the guidance documents, guidelines and working documents relevant for the risk
assessment for a specific subtopic developed by organisations in Europe, international organisations
and organisations in third countries.

This inventory confirms that a large body of guidance and procedural documents on topics within
EFSA’s already exists. More importantly, in various areas new guidance is under development or
revision. In order for EFSA to identify how it can benefit from existing work (and thus avoid
duplication) and identify areas that require new development, it is necessary to make the data in this
inventory readily available by creating a database. For EFSA to obtain the maximum benefit of these
on going activities it is important to maintain and regularly (e.g. annually) update its inventory.
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CONSIDERATION

1. Introduction

In the EFSA Strategic Plan 2009-2013 the use of Integrated Approach (IA) has been identified as a
key strategic area for the delivering of scientific advice associated with food chain from field to plate.
The Integrated Approach can have as a main objective to achieve consistency in risk assessment
methods used throughout the food chain. It is however recognised that the IA could also be
conceptualised in other ways:

o The IA could be considered as an evolution from “Farm to Fork” concept to an “Integrated
Food Cycle”. The former being a description of the food chain until it reaches the customers
whereas the latter also includes the impact of humans and their dietary habits on the
environment.

e Another dimension of the IA could be labelled comprehensive approach to risk assessment,
whereby both risks and benefits are considered.

e Another aspect is to draw on approaches used in other disciplines or agencies i.e. outside the
food area.

The 2000 White Paper, that establishes the basis for the creation of EFSA, puts forward the “Farm to
Fork” as a key element in assuming food safety. However, at the same time, various elements of
topical legislation are now in place. These allow to properly addressing specific subsection of what is
a very complex food chain. In order to maintain consistency and credibility it is important though that
EFSA makes sure that overall consistency is maintained as well.

2.  Objectives

The purpose of this document is to provide an inventory of guidance and test methodologies that have
been developed or are in the process of being developed on risk assessment related to food and feed
safety.

3. Materials and methods

This document covers three main aspects:

e Scientific aspects (Table 2)
e Procedural aspects (Table 3)
e Quality assurance (Table 4)

Each item is broken down into specific subtopics.

The initial source of information were the Scientific Committee opinions on transparency (EFSA,
2006; EFSA, 2009b), the report of the Scientific Committee Secretariat on the list of guidance,
guidelines and working document developed and in use by EFSA (EFSA, 2009a) and the Evaluation
of the European Union Pesticide Safety Review Process (EFSA, 2008).

These documents were characterised for the following attributes (Table 1):

e Organisations that issued the document, or is developing it, indicated with abbreviated name
and location information (European Union (EU), International and Third Countries). The EU-
based institutions were further differentiated into European Commission, EFSA, Member
States (with abbreviation of the name) and other organisations. The attribute to EFSA was
further distinguished according to the issuing panel, network or unit. Part of the food chain for
which they are relevant.

EFSA Journal 2010;8(3):1518 3
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e Scope of the document and whether it is finalised or under (pre-) development.

e If available, the link to a website from which the document can be downloaded will be
included

The languages considered are the official EFSA languages i.e. English, German, French and Italian.

Table 1.  Overall structure

ltems Subitems

Scientific Aspects
Scope Procedural Aspects
Quality Assurance

Location
Organisation Name
Year

Animal Health

Animal Welfare

Biological Hazard/Zoonoses
Colourings

Contaminants in Feed and Food
Feed Additives

Flavourings

Food Additives

Food Contact Materials
Genetically Modified Organism
Maximum Residue Levels
Nutrition

Pesticides

Plant Health

Food sector

Finalised
Under development
(with EFSA

Status of the document involvement)
Under development
(without EFSA
involvement)

References

EFSA Journal 2010;8(3):1518 4
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Table 2. Overview of scientific aspects

Items

Sub-ltems

Details

Physical-chemical and analytical methods

Hazard Characterisation

Toxicokinetics and ADME

Mammalian toxicology

Acute toxicity

Repeated dose toxicity

In vitro and in vivo genotoxicity

Carcinogenicity

Reproductive toxicity

Endocrine disruptors

Neurotoxicity: general, delayed

Other: immunotoxicology,
allergenicity, intolerance

Microbial resistance

Residue and Exposure

Exposure Assessment

Risk Characterisation

Environmental Risk Assessment

Environmental fate and behaviour

Eco-toxicology

EFSA Journal 2010;8(3):1518
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Table 3.  Overview of procedural aspects

ltems Sub-Iltems Details

Validation of submitted dossier

Scope, Objectives and Term of reference

Terminology( including Expression of risk/Terms and definition/presentation of
findings, expression of assumptions, availability and uncertainty)

Data and information collection Monitoring

Use of confidential data

Materials and methods Data storage, validation and retrieval

Missing information, assumption and default values

Default values and assumptions

Results and discussion, Summary and conclusion

Test procedures

Public consultation

Adoption of Opinions (adopting a report,
diverging opinions and updating opinions)
Communication of RA work and results

EFSA Journal 2010;8(3):1518 6
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Table 4.  Overview of quality assurance

ltems Sub-ltems Details

Selection of experts

Establishing of a Working group and
organising a meeting

Archiving procedure

Quality assurance of scientific output

Interaction with stakeholders

EFSA Journal 2010;8(3):1518 7
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4, Results

Annex A lists the guidance documents, guidelines, test procedures and working documents relevant
for a specific subtopic developed by organisations in Europe, international organisations and
organisations in third countries.

In this document they are cited under each section for which they contain relevant information. As the
documents may be relevant for several different sections, this means that the same information maybe
repeated several times in this document. The contents of this inventory will be placed in a searchable
database to enable identification of those documents relevant for a particular purpose.

CONCLUSIONS AND RECOMMENDATIONS

CONCLUSION

This inventory confirms that a large body of guidance and procedural documents on topics within
EFSA’s already exists. More importantly, in various areas new guidance is under development or
revision. In order for EFSA to identify how it can benefit from existing work (and thus avoid
duplication) and identify areas that require new development, it is necessary to make the data in this
inventory readily available by creating a database which can be queried for key characteristics such as
those listed in the Materials and Methods.

Therefore the information contained in this reports are stored into an MS Access database, an easy-to-
use programme for creating and maintaining databases. It has been created according to the overall
structure of the document. Suitable reports containing information on one single topic or a
combination of different sub-items can be extracted from the database according to the needs of the
users.

For EFSA to obtain the maximum benefit of these ongoing activities it is important to maintain and
regularly (e.g. annually) update its inventory, including the most recently realised EU, international
and third countries’ guidance.

RECOMMENDATIONS

Following this initial inventory, a task force will be created to complete the list of documents and to
review and finalise the attributes of each document in the database.

Next, the inventory will be submitted for review to the Scientific Committee and the Advisory Forum
for review. Input from other organisations may be sought, as appropriate.

The database, when fully operational, will then allow to support
e The identification of areas of common interest across panels and agencies

e The nature of the most appropriate working groups: across EFSA panels, across agencies,
international or third countries working groups

Occasionally, the need may be resided in the necessity to develop an approach by EFSA but more in
the organisation of training to implement new technologies.

EFSA Journal 2010;8(3):1518 8
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APPENDICES

Appendix A

1. SCIENTIFIC ASPECTS

1.1. Physical-chemical and analytical methods

EU

European Commission

EC (2009) COMMISSION REGULATION (EC) No 761/2009 amending, for the purpose of its
adaptation to technical progress, Regulation (EC) No 440/2008 laying down test methods pursuant to
Regulation (EC) No 1907/2006 of the EP and of the Council on the REACH.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2009:220:0001:0094:EN:PDF

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008 &serie=L &textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC (2008) Regulation 429/2008 on detailed rules for the implementation of Regulation (EC) No
1831/2003 of the European Parliament and of the Council as regards the preparation and the
presentation of applications and the assessment and the authorisation of feed additives. 25 April 2008.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2008:133:0001:0065:en:PDF

EC DG SANCO (2000) Guidelines for the implementation of Decision 2002/657/EC.
SANCO/2004/2726 rev.1
http://products.ihs.com/Ohsis-SEQ/793467.html

DG SANCO (2003) Guidance Document on the assessment of the equivalence of technical materials
of substances regulated under council directive 91/414/EEC. SANCO/10597/2003 rev. 8.1 final.
http://ec.europa.cu/food/plant/protection/evaluation/guidance/wrkdoc14_en.pdf

DG JRC (2003) CRL Feed Additives: Guidance for applicant seeking authorisation for feed additives
under Regulation (EC) No 1831/2003, as regards the evaluation of methods of analysis.
http://www.irmm.jrc.be/html/CRLs/crl_feed additives/authorisation/guidance for applicants/Adminis
trative_Guidance 2009 verl.00_w_annexes.pdf

EG JRC (2009) CRL Feed Additives: Explanatory Notes to the applicants concerning Methods of
analysis and reference samples (Annex II of Regulation (EC) No 429/2008.
http://www.irmm.jrc.be/html/CRLs/crl_feed additives/authorisation/guidance for applicants/Explana
tory notes (February 2009).pdf

EFSA Journal 2010;8(3):1518 10
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EFSA

EFSA GMO (2008) Guidance document for the risk assessment of genetically modified plants and
derived food and feed by the Scientific Panel on Genetically Modified Organisms (GMO) - including
draft document updated in 2008. Adopted by the Scientific Panel on Genetically Modified Organisms
on 24 September 2008. [ISBN: 92-9199-019-1.

http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1211902599947.htm

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual e4 rev4 2005-
september].pdf?ssbinary=true

Others

ILSI (2003) Risk Characterisation of Chemicals in Food and Diet “Final part of Food Safety in
Europe (FOSIE): Risk Assessment of Chemicals in Food and Diet. Food and Chemical Toxicology
2003; 41(9):1205-1271
http://www.ilsi.org/europe/Pages/ViewltemDetails.aspx?ID=190&ListName=Publications

International

UN FAO/WHO (2006) Updating the Principles and Methods of Risk Assessment: MRLs for
Pesticides and Veterinary Drugs.
http://www.fao.org/ag/AGP/AGPP/Pesticid/IMPR/DOWNLOAD/bilthoven 2005.pdf

EFSA Journal 2010;8(3):1518 11
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1.2. Hazard Characterisation

1.2.1.  Toxicokinetics and Absorption, Distribution, Metabolism and Excretions (ADME)
EU
European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008 &serie=L &textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC (2008) Regulation 429/2008 on detailed rules for the implementation of Regulation (EC) No
1831/2003 of the European Parliament and of the Council as regards the preparation and the
presentation of applications and the assessment and the authorisation of feed additives. 25 April 2008.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2008:133:0001:0065:en:PDF

EC DG SANCO EI1 (2004) Guidance Document on Dermal Absorption. SANCO/222/2000 rev.7.
http://ec.europa.eu/food/plant/protection/evaluation/guidance/wrkdoc20 rev en.pdf

EC DG SANCO E1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/V1/99 rev. 5
http://ec.europa.cu/food/plant/protection/resources/7199 vi 99.pdf

EFSA

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.
http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA FEEDAP (2008) Technical Guidance: Extrapolation of data from major species to minor
species regarding the assessment of additives for use in animal nutrition prepared by the Panel on
additives and products or substances used in animal feed. Adopted 17/09/2008. The EFSA Journal
(2008) 803, 1-5.

http://www.efsa.europa.eu/en/scdocs/scdoc/803.htm

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.cu/cs/BlobServer/Guidance of Efsa/praper epco manual ¢4 rev4 2
005-september].pdf?ssbinary=true

EFSA Journal 2010;8(3):1518 12
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1.2.2.  Mammalian toxicology

1.2.2.1. Acute toxicity
EU
European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008&serie=L &textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO EI1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/V1/99 rev. 5
http://ec.europa.eu/food/plant/protection/resources/7199 vi 99.pdf

EFSA

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual e4 rev4 2005-
september].pdf?ssbinary=true

EFSA PPR (2008) Risk Assessment for Birds and Mammals - Revision of Guidance Document under
Council Directive 91/414/EEC (SANCO/4145/2000 — final of 25 September 2002) [1] - Scientific
Opinion of the Panel on Plant protection products and their Residues (PPR) on the Science behind the
Guidance Document on Risk Assessment for birds and mammals. Adopted on 17 June 2008. The
EFSA Journal (2008), 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR (2009) Guidance Document on Risk Assessment for birds and mammals on the basis of the
Scientific Opinion of the PPR Panel on the Science behind the Guidance Document on risk
Assessment for birds and mammals (The EFSA journal (2008) 734: 1-181) and its Appendices. The
EFSA Journal (2009), 1438, 1-139.

http://www.efsa.europa.eu/en/scdocs/scdoc/1438.htm

International

EFSA Journal 2010;8(3):1518 13
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WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.

http://www.inchem.org/documents/ehc/ehc/ehc104.htm

WHO (2005) Guidance on setting of acute reference dose (ARfD) for pesticides. Food and Chemical
Toxicology 43, 1569-1593.

http://who.int/ipcs/food/jmpr/arfd guidance.pdf

EFSA Journal 2010;8(3):1518 14
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1.2.2.2. Repeated Dose toxicity

EU

European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008&serie=L &textfield2=142 &Submit=Search& submit=Search&i

hmlang=en

EFSA

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

International

OECD (2001) Guidance Notes for Analysis and Evaluation of Repeat-Dose Toxicity Studies. Series
on testing and assessment no. 32 — Series on Pesticides no. 10.
http://www.olis.oecd.org/olis/2000doc.nsf/Link To/NTO0002CCE/SFILE/JT00129312.PDF

EFSA Journal 2010;8(3):1518 15
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1.2.2.3. In vitro and in vivo genotoxicity

EU

European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.ecu/JOIndex.do?year=2008 &serie=L &textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO E1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/V1/99 rev. 5
http://ec.europa.cu/food/plant/protection/resources/7199 vi 99.pdf

EC DG SANCO (2003) Guidance document on the assessment of the relevance of metabolites in
groundwater of substances regulated under council directive 91/414/EEC Sanco/221/2000-rev.10-
final.

http://ec.europa.cu/food/fs/ph_ps/pro/wrkdoc/wrkdoc21_en.pdf

EFSA

EFSA SC (2005) Opinion of the Scientific Committee on a request from EFSA related to a
harmonised approach for risk assessment of substances which are both genotoxic and carcinogenic.
Adopted on 18 October 2005. The EFSA Journal (2005), 282, 1-31.
http://www.efsa.europa.eu/en/scdocs/scdoc/282.htm

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA CEF (2008) Genotoxicity Test Strategy for Substances belonging to Subgroups of FGE.19[1] -
Statement of the Panel on Food Contact Materials, Enzymes, Flavourings and Processing Aids (CEF)
Adopted: 31 October 2008. The EFSA Journal (2008) 854, 1-5.
http://www.efsa.europa.eu/en/scdocs/scdoc/854.htm

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.
http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA PRAPeR (2005) Working Document for preparation of the “List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual _e4 rev4 2005-
septemberl.pdf?ssbinary=true

Member States

EFSA Journal 2010;8(3):1518 16
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NL RIVM (2007) The effect of REACH implementation on genotoxicity and carcinogenicity testing.
RIVM report 601200008/2008.
http://www.rivm.nl/bibliotheek/rapporten/601200008.pdf
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1.2.2.4. Carcinogenicity

EU

European Commission

EC (1999) Guidelines for setting specific concentration limits for carcinogens in Annex 1 of Directive
67/548/EEC. ISBN 9282874435.

http://ecb.jrc.ec.europa.eu/documents/Classification-

Labelling/ GUIDANCE DOCUMENTS/Guidelines_for_carcinogens.pdf

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008&serie=L &textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO EI1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/V1/99 rev. 5
http://ec.europa.eu/food/plant/protection/resources/7199 vi_99.pdf

EFSA

EFSA SC (2005) Opinion of the Scientific Committee on a request from EFSA related to a
harmonised approach for risk assessment of substances which are both genotoxic and carcinogenic.
Adopted on 18 October 2005. The EFSA Journal (2005), 282, 1-31.
http://www.efsa.europa.eu/en/scdocs/scdoc/282.htm

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual e4 rev4 2005-
september].pdf?ssbinary=true

Member States

NL RIVM (2007) The effect of REACH implementation on genotoxicity and carcinogenicity testing.
RIVM report 601200008/2008.
http://www.rivm.nl/bibliotheek/rapporten/601200008.pdf

UK COC (2004) Guidance on a strategy for the risk assessment of chemical carcinogens.
http://www.advisorybodies.doh.gov.uk/coc/guideline04.pdf
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UK IGHRC (2002) Assessment of chemical carcinogens: Background to general principles of a
weight of evidence approach. ISBN 1 899110 37 2
http://ieh.cranfield.ac.uk/ighrc/cr8.pdf

International

IARC (1992) Mechanisms of Carcinogenesis in Risk Identification, IARC Scientific Publication 116.
http://apps.who.int/bookorders/anglais/detartl.jsp?sesslan=1&codlan=1&codcol=73&codcch=116

OECD (2002) Guidance note for analysis and evaluation of chronic toxicity and carcinogenicity
studies. Series on testing and assessment no. 35 — Series on pesticides no. 14.
http://www.olis.oecd.org/olis/2002doc.nsf/ENGDIRCORPLOOK/NT00002BE2/$FILE/JIT00130828.P
DF

UN FAO/WHO (2005) JOINT FAO/WHO EXPERT COMMITTEE ON FOOD ADDITIVES Sixty-
fourth meeting Rome, 8-17 February 2005.
http://www.who.int/ipcs/food/jecfa/summaries/summary report 64 final.pdf

WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.
http://www.inchem.org/documents/ehc/ehc/ehc104.htm

WHO IPCS (1996) Harmonization of methods for the prediction and quantification of human
carcinogenic/mutagenic hazard, and for indicating the probable mechanism of action of carcinogens.
Mutation Research/Fundamental and Molecular Mechanisms of mutagenesis 352, (1-2), 153-157.
http://www.sciencedirect.com/science?_ob=PublicationURL& tockey=%23TOC%234915%231996%
23996479998%2373968%23FLP%23& cdi=4915& pubType=J& auth=y& acct=C000060275& ve
rsion=1& urlVersion=0& userid=3324955&md5=0d0d876e9d05e1beb6c66539d018d0a5

WHO IPCS (2001) IPCS Conceptual Framework for Evaluating a Mode of Action for Chemical
Carcinogenesis. Regulatory Toxicology and Pharmacology 34(2), 146-152.
http://www.sciencedirect.com/science? ob=PublicationURL& tockey=%23TOC%236999%232001%
23999659997%23289607%23FLP%23& ¢di=6999& pubType=J& auth=y& acct=C000060275& v
ersion=1& urlVersion=0& userid=3324955&md5=1a59ce422ee3d358fa0280bd49¢98ebe

WHO IPCS (2007) Part 1: IPCS framework for analysing the relevance of a cancer mode of action for
humans and case-studies; Part 2: IPCS framework for analysing the relevance of a non-cancer mode of
action for humans. No.7 2007.

Third Countries

US EPA (1996) Guidelines for Mutagenicity Risk Assessment. EPA/630/R-98/003. Federal Register
51(185):34006-34012.
http://www.epa.gov/raf/publications/pdfs/MUTAGEN2.PDF

US EPA (2005) Guidelines for Carcinogen Risk Assessment. EPA/630/P-037001F.
http://cfpub.epa.gov/ncea/cfim/recordisplay.cfm?deid=116283
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1.2.2.5. Reproductive toxicity

EU

European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008&serie=L &textfield2=142 &Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO EI1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/V1/99 rev. 5
http://ec.europa.eu/food/plant/protection/resources/7199 vi_99.pdf

EFSA

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA PPR (2008) Risk Assessment for Birds and Mammals - Revision of Guidance Document under
Council Directive 91/414/EEC (SANCO/4145/2000 — final of 25 September 2002) [1] - Scientific
Opinion of the Panel on Plant protection products and their Residues (PPR) on the Science behind the
Guidance Document on Risk Assessment for birds and mammals. Adopted on 17 June 2008. The
EFSA Journal (2008), 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR (2009) Guidance Document on Risk Assessment for birds and mammals on the basis of the
Scientific Opinion of the PPR Panel on the Science behind the Guidance Document on risk
Assessment for birds and mammals (The EFSA journal (2008) 734: 1-181) and its Appendices. The
EFSA Journal (2009), 1438, 1-139.

http://www.efsa.europa.eu/en/scdocs/scdoc/1438.htm

International

OECD (2008) Guidance document on mammalian reproductive toxicity testing and assessment. Series
on testing and assessment no. 43. ENV/JM/MONO(2008)16.
http://www.olis.oecd.org/olis/2008doc.nsf/Link To/NTO000358 A/$FILE/JT03249193.PDF

WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.
http://www.inchem.org/documents/ehc/ehc/ehc104.htm
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WHO (2001) Principles For Evaluating Health Risks To Reproduction Associated With Exposure To
Chemicals. Env. Health Criteria no. 225.
http://www.inchem.org/documents/ehc/ehc/ehc225.htm

Third Countries

US EPA (1996) Guidelines for Reproductive Toxicity Risk Assessment. EPA/630/R-96/009. Federal
Register 61(212):56274-56322
http://www.epa.gov/raf/publications/pdfs/REPRO51.PDF
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1.2.2.6. Endocrine Disruptors

International
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1.2.2.7. Neurotoxicity: general, delayed

EU

European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008&serie=L &textfield2=142 &Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO EI1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/V1/99 rev. 5
http://ec.europa.eu/food/plant/protection/resources/7199 vi_99.pdf

EFSA

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

International

WHO (1986) Principles and Methods for the Assessment of Neurotoxicity Associated with Exposure
to Chemicals. (Environmental Health Criteria No 60.). J Neurol. Neurosurg. Psychiatry. 50(4), 510.
http://www.inchem.org/documents/ehc/ehc/ehc060.htm

WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.
http://www.inchem.org/documents/ehc/ehc/ehc104.htm

WHO (2005) Neurotoxicity risk assessment for human health: principles and approaches. Env. Health
Criteria no. 223.
http://www.inchem.org/documents/ehc/ehc/ehc223 . htm

WHO (2005) Guidance on setting of acute reference dose (ARfD) for pesticides. Food and Chemical
Toxicology 43, 1569-1593.
http://who.int/ipcs/food/jmpr/arfd guidance.pdf

WHO IPCS (1987) Principles and Methods for the Assessment of Neurotoxicity Associated with
Exposure to Chemicals, [PCS International Programme on Chemical Safety, Environmental Health
Criteria 60, World Health Organization, New Haven, Connecticut (1986). Environmental Research
43(2) 441-443.

http://www.sciencedirect.com/science? ob=ArticleURL& udi=B6WDS-4G3DNXT-

39& user=3324955& coverDate=08%2F31%2F1987& alid=950089340& rdoc=17& fmt=high& o
rig=search& cdi=6774& sort=r& docanchor=&view=c& ct=3189& acct=C000060275& version=1
& _urlVersion=0& userid=3324955&md5=8e14ad0e2cfdc910f494c1dd9524072a
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Third Countries

US EPA (1996) Guidelines for Neurotoxicity Risk Assessment. EPA/630/R-95/001F. Federal Register
63(93):26926-26954.
http://www.epa.gov/raf/publications/pdfs/NEUROTOX.PDF
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1.2.2.8. Other: immunotox, allergenicity, intolerance

EU

EFSA

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA GMO (2006) Guidance document of the scientific panel on genetically modified organism for
the risk assessment of genetically modified microorganisms and their derived products intended for
food and feed. Adopted on 17 May 2006.

http://www.efsa.europa.eu/en/scdocs/scdoc/374.htm

EFSA GMO (2009) Opinion on the risk assessment of genetically modified plants used for non-food
or non-feed purposes. Adopted on 22 April 2009. The EFSA Journal (2009) 1164, 1-28.
http://www.efsa.europa.eu/en/scdocs/scdoc/1164.htm

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual e4 rev4 2005-
september].pdf?ssbinary=true

International

WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.
http://www.inchem.org/documents/ehc/ehc/ehc104.htm

WHO (1996) Principles and Methods for Assessing Direct Immunotoxicity Associated with Exposure
to Chemicals. Env. Health Criteria no. 180.
http://www.inchem.org/documents/ehc/ehc/ehc180.htm

WHO (1999) Principles and Methods for Assessing allergic hypersensitisation with Exposure to
Chemicals. Env. Health Criteria no. 212.
http://www.inchem.org/documents/ehc/ehc/ehc212.htm

WHO (2005) Guidance on setting of acute reference dose (ARfD) for pesticides. Food and Chemical
Toxicology 43, 1569-1593.
http://who.int/ipcs/food/jmpr/arfd guidance.pdf
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1.2.3.  Antimicrobial resistance

EU
EFSA

EFSA FEEDAP (2008) Technical guidance — Compatibility of zootechnical microbial additives with
other additives showing antimicrobial activity prepared by the Panel on additives and products or
substances used in animal feed. Adopted 05 March 2008. The EFSA Journal (2008) 658, 1-5.
http://www.efsa.europa.eu/en/scdocs/scdoc/658.htm

EFSA FEEDAP (2008) Technical guidance: Update of the criteria used in the assessment of bacterial
resistance to antibiotics of human or veterinary importance prepared by the Panel on additives and
products or substances used in animal feed. Adopted 18/06/2008. The EFSA Journal (2008) 732, 1-15.
http://www.efsa.europa.eu/en/scdocs/scdoc/732.htm

EFSA FEEDAP (2008) Technical Guidance on Microbial Studies. Prepared by the Panel on Additives
and Products or Substances used in Animal Feed. Adopted 21/10/2008. The EFSA Journal (2008) 836,
1- 3.

http://www.efsa.europa.eu/en/scdocs/scdoc/836.htm

EFSA ZOONOSES (2007) Report of the Task Force on Zoonoses Data Collection including a
proposal for a harmonized monitoring scheme of antimicrobial resistance in Salmonella in fowl
(Gallus gallus), turkeys, and pigs and Campylobacter jejuni and C. coli in broilers. Adopted by The
Task Force on 20 February 2007. The EFSA Journal (2007), 96, 1-46.
http://www.efsa.europa.eu/en/scdocs/scdoc/96r.htm

EFSA ZOONOSES (2007) Report of the Task Force on Zoonoses Data Collection on a proposal for
technical specifications for a baseline survey on the prevalence of Methicillin Resistant
Staphylococcus aureus (MRSA) in breeding pigs. Adopted by The Task Force on 19 November 2007.
The EFSA Journal (2007), 129, 1-14.

http://www.efsa.europa.eu/en/scdocs/scdoc/129r.htm

EFSA ZOONOSES (2008) Report from the Task Force on Zoonoses Data Collection including
guidance for harmonized monitoring and reporting of antimicrobial resistance in commensal
Escherichia coli and Enterococcus spp. From food animals. Adopted by The Task Force on 11 March
2008. The EFSA Journal (2008), 141, 1-44.

http://www.efsa.europa.eu/en/scdocs/scdoc/141r.htm

EFSA ZOONOSES (2009) Guidance Document of the Task Force on Zoonoses Data Collection —
Manual for Reporting on Zoonoses, Zoonotic Agents and Antimicrobial Resistance in the framework
of Directive 2003/99/EC and of some other pathogenic microbiological agents for information derived
from the reporting year 2008. Adopted by The Task Force on 18 March 2009. The EFSA Journal
(2009), 255, 1-90.

http://www.efsa.europa.eu/en/scdocs/scdoc/255r.htm
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1.3. Residues and Exposure

1.3.1. Residues

EU
EFSA

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA PPR (2008) Risk Assessment for Birds and Mammals — Revision of Guidance Document under
Council Directive 91/414/EEC (SANCO/4145/2000 — final of 25 September 2002) [1] — Scientific
Opinion of the Panel on Plant protection products and their Residues (PPR) on the Science behind the
Guidance Document on Risk Assessment for birds and mammals. Adopted on 17 June 2008. The
EFSA Journal (2008), 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR Probabilistic methodology for dietary exposure assessment to pesticide residues. Q-2008-
754 (in progress)

EFSA PPR Opinion of the PPR Panel on the evaluation of the toxicological relevance of metabolites
and degradates of pesticide active substances for dietary risk assessment EFSA-Q-2008-756 (In
progress)

International

FAO (2002) Pesticide Residues in Food — FAO Plant Production and Protection Paper — 145
http://www.fao.org/docrep/W8141E/w8141e05.htm#TopOfPage

OECD (2003) Report of the OECD/FAO Zoning Project. Series on pesticides no. 19. Registration and
Work Sharing. ENV/JM/MONO(2003)4.
http://www.olis.oecd.org/olis/2003doc.nst/ENGDIRCORPLOOK/NT00000AFA/SFILE/JT00144443.
PDF

OECD (2006) Guidance document on the definition of residues. Series on testing and assessment no
63 — Series on pesticides no 31.
http://www.olis.oecd.org/olis/2006doc.nst/LinkTo/NTO0003E9A/SFILE/JT03215488.PDF

UN FAO/WHO (2006) Updating the Principles and Methods of Risk Assessment: MRLs for
Pesticides and Veterinary Drugs.
http://www.fao.org/ag/AGP/AGPP/Pesticid/IMPR/DOWNLOAD/bilthoven 2005.pdf

WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.
http://www.inchem.org/documents/ehc/ehc/ehc104.htm

WHO GEMS Food (1997) Guidelines for predicting dietary intake of pesticide residues.
WHO/FSF/FOS/97.7.
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http://www.who.int/foodsafety/publications/chem/en/pesticide_en.pdf
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1.3.1.1. Maximum Residue Levels (MRLs)

EU
EFSA

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
on 16 September. The EFSA Journal (2008) 801, 1-12.
http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA FEEDAP (2008) Technical Guidance: Extrapolation of data from major species to minor
species regarding the assessment of additives for use in animal nutrition prepared by the Panel on
additives and products or substances used in animal feed. Adopted on 17 September. The EFSA
Journal (2008) 803, 1-5.

http://www.efsa.europa.eu/en/scdocs/scdoc/803.htm

International

FAO (2002) Pesticide Residues in Food — FAO Plant Production and Protection Paper — 145
http://www.fao.org/docrep/W8141E/w8141e05.htm#TopOfPage

UN FAO/WHO (2006) Updating the Principles and Methods of Risk Assessment: MRLs for
Pesticides and Veterinary Drugs.
http://www.fao.org/ag/AGP/AGPP/Pesticid/IMPR/DOWNLOAD/bilthoven 2005.pdf
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1.3.1.2. Accumulation

EU
EFSA

EFSA PPR (2008) Risk Assessment for Birds and Mammals — Revision of Guidance Document under
Council Directive 91/414/EEC (SANCO/4145/2000 — final of 25 September 2002) [1] — Scientific
Opinion of the Panel on Plant protection products and their Residues (PPR) on the Science behind the
Guidance Document on Risk Assessment for birds and mammals. Adopted on 17 June 2008. The
EFSA Journal (2008), 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR (2009) Guidance Document on Risk Assessment for birds and mammals on the basis of the
Scientific Opinion of the PPR Panel on the Science behind the Guidance Document on risk
Assessment for birds and mammals (The EFSA journal (2008) 734: 1-181) and its Appendices. The
EFSA Journal (2009), 1438, 1-139.

http://www.efsa.europa.eu/en/scdocs/scdoc/1438.htm
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1.3.2.  Exposure Assessment

EU

European Commission

EC EFCOSUM (2002) European Food Consumption Survey Method. Monitoring Public Health
Nutrition in Europe. Technical Report, Agreement S12.291742 (2000CVG3-507).

EC DG JRC ECB (2008) Human exposure to biocidal products — Technical notes for guidance.
http://ecb.jrc.ec.europa.eu/documents/Biocides/ TECHNICAL NOTES FOR_GUIDANCE/TNsG_O
N_HUMAN EXPOSURE/TNsG%?20-Human-Exposure-2007.pdf

EC DG SANCO C3 (2000) Guidelines of the Scientific Committee on Food for the development of
tolerable upper intake levels for vitamins and minerals. SCF/CS/NUT/UPPLEV/11
http://ec.europa.eu/food/fs/sc/scf/out80a_en.pdf

EC DG SANCO C1 (2000) First report on the harmonisation of risk assessment procedures — Part 1.
http://ec.europa.eu/food/fs/sc/ssc/out83 _en.pdf

EC DG SANCO E1 (2001) Guidance for setting of an acute reference dose (ARfD). 7199/VI1/99 rev. 5
http://ec.europa.eu/food/plant/protection/resources/7199 vi 99.pdf

EC DG SANCO E1 (2002) Guidance Document on Aquatic Ecotoxicology. SANCO/3268/2001 — rev
4.
http://ec.europa.eu/food/plant/protection/evaluation/guidance/wrkdoc10_en.pdf

EC DG SANCO C2 (2002) Opinion of the Scientific Committee on plants on commission draft
guidance document on the setting of acceptable operator exposure levels (AOEL). Doc.
SANCO/7531/V1/95-rev 6 dated 10 September 2001
http://ec.europa.eu/food/fs/sc/scp/out136_ppp_en.pdf

EC DG SANCO C1 (2003) The second report on harmonisation of risk assessment procedures.
http://ec.europa.eu/food/fs/sc/ssc/out361_en.pdf

EC DG SANCO (2003) Report on Food Borne bacterial pathogens: a quantitative assessment. The
second report on harmonisation of risk assessment procedures. Appendix 3.
http://ec.europa.cu/food/fs/sc/ssc/out361 app3_en.pdf

EC DG SANCO (2003) Report on probabilistic risk assessment. The second report on harmonisation
of risk assessment procedures. Appendix 4.
http://ec.europa.cu/food/fs/sc/ssc/out361 app4_en.pdf

EC DG SANCO (2003) Report on ecological risk assessment on chemicals. The second report on
harmonisation of risk assessment procedures. Appendix 4.
http://ec.europa.cu/food/fs/sc/ssc/out361 app5_en.pdf

EC DG SANCO (2003) Report on the risk assessment in animal population with emphasis in wild life.
Appendix 6 - The second report on harmonisation of risk assessment procedures.
http://ec.europa.eu/food/fs/sc/ssc/out361 app6_en.pdf

EC DG SANCO (2003) Guidance document on the assessment of the relevance of metabolites in
groundwater of substances regulated under council directive 91/414/EEC Sanco/221/2000-rev.10-
final.
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http://ec.europa.eu/food/fs/ph_ps/pro/wrkdoc/wrkdoc21_en.pdf

EFSA

EFSA SC (2005) Opinion of the Scientific Committee on a request from EFSA related to Exposure
Assessments. Adopted on 22 June 2005). The EFSA Journal (2005) 249, 1-26.

http://www.efsa.europa.eu/en/scdocs/scdoc/249.htm

EFSA SC (2009) Guidance of the Scientific Committee on Use of the benchmark dose approach in
risk assessment. Adopted on 26 May 2009. The EFSA Journal (2009) 1150, 1-72.
http://www.efsa.europa.eu/en/scdocs/scdoc/1150.htm

EFSA SC Exploring options for providing preliminary advice about possible human health risks based
on the concept of Thresholds of Toxicological Concern (TTC). Q-2008-747 (in progress)

EFSA CEF (2009) Dietary exposure assessment methods for smoke flavouring Primary Products.
Adopted: 24 February 2009. The EFSA Journal (2009) 248, 1-30.
http://www.efsa.europa.eu/en/scdocs/scdoc/248r.htm

EFSA CEF Opinion on data needed for the evaluation of flavourings. Q-2009-00004 (in progress)

EFSA DATEX (2008) Guidance Document for the use of the Concise European Food Consumption
Database in Exposure Assessment. EFSA/DATEX/2008/01
http://www.efsa.europa.eu/en/datexfooddb/document/Coincise database guidance document and an

nexes,0.pdf

EFSA DATEX Dilution factor for coffee, tea and cocoa.

EFSA DATEX Project “Development of a Food Classification and Description System for exposure
assessment” Q-2009-00613 (in progress)

EFSA FEEDAP (2007) Opinion of the Scientific Panel on Additives and Products or Substances used
in Animal Feed on the development of an approach for the environmental risk assessment of
additives, products and substances used in animal feed. Adopted on 08/03/2007; The EFSA Journal
(2007) 529, 1-73

http://www.efsa.europa.eu/en/scdocs/scdoc/529.htm

EFSA FEEDAP (2008) Technical Guidance for establishing the safety of additives for the human
consumer prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/09/2008. The EFSA Journal (2008) 801, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/801.htm

EFSA GMO (2008) Safety and nutritional assessment of GM plants and derived food

and feed: The role of animal feeding trials. Adopted by the Scientific Panel on Genetically Modified
Organisms2 on 12 September 2007. Food and Chemical Toxicology 46 S2-S70.
http://www.efsa.europa.eu/EFSA/DocumentSet/gmo_report_feedingtrials.pdf

EFSA GMO (2009) Opinion on the risk assessment of genetically modified plants used for non-food
or non-feed purposes. The EFSA Journal (2009) 1164, 1-28.
http://www.efsa.europa.eu/en/scdocs/scdoc/1164.htm

EFSA PPR (2005) Opinion of the Scientific Panel on Plant health, Plant protection products and their
Residues on a request from Commission related to the appropriate variability factor(s) to be used for
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acute dietary exposure assessment of pesticide residues in fruit and vegetables. (SANCO/10553/2006
draft 1 (13 July 2006)). Adopted on 3 July 2007. The EFSA Journal (2005) 177, 1-61.
http://www.efsa.europa.eu/en/scdocs/scdoc/177.htm

EFSA PPR (2007) Opinion of the Scientific Panel on Plant protection products and their Residues on a
request from EFSA on the Final Report of the FOCUS Air Working Group on Pesticides in Air:
Consideration for exposure assessment. (SANCO/10553/2006 draft 1 (13 July 2006)). Adopted on 3
July 2007. The EFSA Journal (2007) 513, 1-30.

http://www.efsa.europa.eu/en/scdocs/scdoc/513.htm

EFSA PPR (2007) Opinion of the Scientific Panel on Plant protection products and their Residues on a
request from the Commission on acute dietary intake assessment of pesticide residues in fruit and
vegetables. Adopted on 19 April 2007. The EFSA Journal (2007) 538, 1-88.
http://www.efsa.europa.eu/en/scdocs/scdoc/538.htm

EFSA PPR (2010) Scientific Opinion on Preparation of a Guidance Document on Pesticide Exposure
Assessment for Workers, Operators, Bystanders and Residents. The EFSA Journal (2010) 1501,
http://www.efsa.europa.eu/en/scdocs/scdoc/1501.htm

EFSA PPR Probabilistic methodology for dietary exposure assessment to pesticide residues. Q-2008-
754 (in progress)

Member States
NL Utrecht University (2005) The Threshold of Toxicological Concern Concept in Risk Assessment.

Toxicological Science 86(2) 226-230.
http://toxsci.oxfordjournals.org/cgi/reprint/86/2/226

UK IGHRC (1999) Exposure assessment in the evaluation of risk to human health Report of a
workshop organised by the Risk Assessment and Toxicology Steering Committee. ISBN 1 899110 26
7.

http://ieh.cranfield.ac.uk/ighrc/cr5.pdf

UK IGHRC (2004) Guidelines for good exposure assessment practice for human health effects of
chemicals. ISBN 1 899110 39 9.
http://ieh.cranfield.ac.uk/ighrc/cr10.pdf

UK IGHRC (2006) Guidelines on route-to-route extrapolation of toxicity data when assessing health
risks of chemicals. ISBN 1-899110-41-0/978-1-899110-41-4.
http://ieh.cranfield.ac.uk/ighrc/cr12%5b1%5d.pdf

Other

ILSI (2002) Towards harmonised guidance on applying probabilistic methods to assess operator
exposure to plant protection products. Report prepared by the International Life Sciences Institute
under Contract B1-3330/01/001141.

International
OECD (1997) Guidance Document for the Conduct of Studies of Occupational Exposure to Pesticides

During Agricultural Application. Guideline on testing and assessment no. 9.
http://www.olis.oecd.org/olis/1997doc.nst/Link To/NTO00029BA
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OECD (2006) Guidance document on the definition of residues. Series on testing and assessment no
63 — Series on pesticides no 31.
http://www.olis.oecd.org/olis/2006doc.nst/LinkTo/NTO0003E9A/SFILE/JT03215488.PDF

OECD (2008) Guidance document on reporting summary information on environmental, occupational
ad consumer exposure. ENV/JIM/MONO(2003)16.
http://www.olis.oecd.org/olis/2003doc.nsf/ENGDIRCORPLOOK/NT000063FA/SFILE/JT00156125.P
DF

UN FAO/WHO (2003) Hazard Characterization for Pathogens in Food and Water. ISBN 92 4 156237
4 (WHO) (LC/NLM classification: QW 85) — ISBN 92 5 104940 8 (FAO) — ISSN 1726-5274
http://whqglibdoc.who.int/publications/2003/9241562374.pdf

UN FAO/WHO (2003) Dietary Exposure Assessment of chemicals in food. ISBN 978 92 4 159747 0.
http://whqlibdoc.who.int/publications/2008/9789241597470_eng.pdf

WHO (1987) Principles for assessment of risk from exposure to chemicals.

WHO (1997) Assessing human health risks of chemicals: derivation of guidance values for health-
based exposure limits. Env. Health Criteria no. 170.
http://www.inchem.org/documents/ehc/ehc/ehc170.htm

WHO (2000) Methodology for exposure assessment of contaminants and toxins in food.
WHO/SDE/PHE/FOS/00.5.
http://www.who.int/foodsafety/publications/chem/en/exposure june2000.pdf

WHO (2000) Human exposure assessment. Env. Health Criteria no. 214.
http://www.inchem.org/documents/ehc/ehc/ehc214.htm

WHO (2001) Principles For Evaluating Health Risks To Reproduction Associated With Exposure To
Chemicals. Env. Health Criteria no. 225.
http://www.inchem.org/documents/ehc/ehc/ehc225.htm

WHO (2005) Principles of characterising and applying human exposure models. No. 3 2005.

WHO (2006) Principles for evaluating health risks in children associated with exposure to chemicals.
Env. Health Criteria no. 237.
http://whqlibdoc.who.int/publications/2006/924157237X _eng.pdf

WHO (2009) Combined exposure to multiple chemicals: an IPCS framework and sample case-studies.

WHO GEMS FOOD (1995) Second Workshop on Reliable Evaluation of Low-Level Contamination
of Food. EUR/ICP/EHAZ.94.12/WS04

FSR/KULREP9S5.

http://www.who.int/foodsafety/publications/chem/en/lowlevel may1995.pdf

WHO GEMS FOOD (2003) Instruction for electronic submission of data on chemical contaminants in
food and diet.
http://www.who.int/foodsafety/publications/chem/en/gemsmanual.pdf

WHO IPCS (1996) Threshold values of concern as set by JEFCA/WHO.
(JECFA, 1996, WHO Food additive series 35, IPCS, WHO Geneva) See Annex A
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WHO IPCS (1999) Principles for the assessment of risks to human health from exposure to chemicals.
Environmental Health Criteria no. 210.
http://www.inchem.org/documents/ehc/ehc/ehc210.htm

WHO IPCS (2004) Principles of characterizing and applying human exposure models.

WHO IPCS (2008) Part 1: guidance document on characterising and communicating uncertainty in
exposure assessment; Part 2: Hallmarks of data quality in chemical exposure assessment. No.6 2008.
http://www.who.int/ipcs/publications/methods/harmonization/exposure_assessment.pdf

Third Countries

US EPA (1992) Guidelines for Exposure Assessment. EPA/600/Z-92/001. Federal Register
57(104):22888-22938.
http://www.epa.gov/raf/publications/pdfs/GUIDELINES EXPOSURE ASSESSMENT.PDF

US EPA (1996) Guidelines for Reproductive Toxicity Risk Assessment. EPA/630/R-96/009. Federal
Register 61(212):56274-56322.
http://www.epa.gov/raf/publications/pdfs/REPRO51.PDF

US EPA (1996) Guidelines for Neurotoxicity Risk Assessment. EPA/630/R-95/001F. Federal Register
63(93):26926-26954.
http://www.epa.gov/raf/publications/pdfs/NEUROTOX.PDF

US EPA (1997) Guiding Principles for Monte Carlo Analysis. EPA/630/R-97/001.
http://www.epa.gov/raf/publications/pdfs/montecar.pdf

US EPA (2001) General Principles For Performing Aggregate Exposure And Risk Assessments. Item
6043.
http://www.epa.gov/oppfeadl/trac/science/aggregate.pdf

US EPA (2002) Guidance on Cumulative Risk Assessment of Pesticide Chemicals That Have a
Common Mechanism of Toxicity.
http://www.epa.gov/pesticides/trac/science/cumulative _guidance.pdf

US calEPA (1993) Guidance for the preparation of human pesticide exposure assessment documents.
http://www.cdpr.ca.gov/docs/whs/pdf/hs1612.pdf
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1.4. Environmental Risk Assessment

1.4.1. Environmental fate and behaviour

EU

European Commission

EC (1995) FOCUS, Leaching models and EU registration. Report of the FOCUS workgroup on
Regulatory Modelling. DOC. 4952/V1/95.

EC (1996). FOCUS Soil Persistence Models and EU Registration. European Commission Document
7617/V1/96

EC (1996) Surface water models and EU registration of plant protection products. Document
6476/V1/96.

EC (2008) Regulation 429/2008 on detailed rules for the implementation of Regulation (EC) No
1831/2003 of the European Parliament and of the Council as regards the preparation and the
presentation of applications and the assessment and the authorisation of feed additives. 25 April 2008.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2008:133:0001:0065:en:PDF

EC DG SANCO (2000) Guidance for FOCUS groundwater scenarios in the EU review of active
substances. SANCO/321/2000 rev.2.
http://focus.jrc.ec.europa.eu/gw/docs/FOCUS_GW_Report Main.pdf

EC DG SANCO (2001) FOCUS surface water scenario in the EU evaluation process under
91/414/EEC. Report of the FOCUS working group on surface water scenario rev. 2.
http://focus.jrc.ec.europa.eu/sw/index_with doc.html

EC DG SANCO C2 (2002) Scientific Committee on Plants. Opinion of the Scientific committee on
plants on methods for the determination of the organic carbon adsorption coefficient SCP/KOC/002-
Final.

http://ec.europa.eu/food/fs/sc/scp/out128 ppp_en.pdf

EC DG SANCO (2003) Guidance document on the assessment of the relevance of metabolites in
groundwater of substances regulated under council directive 91/414/EEC Sanco/221/2000-rev.10-final
February 2003.

EC DG SANCO El1 (2004) Guidance Document on for environmental risk assessments of active
substances used on rice in the EU for annex I inclusion. SANCO/1090/2000 rev.1.
http://ec.europa.eu/food/plant/protection/resources/med_rice 2003 _en.pdf

EC DG SANCO (2006) FOCUS Guidance Document on Estimating Persistence and Degradation
Kinetics from Environmental Fate Studies on Pesticides in EU Registration Report of the FOCUS
Work Group on Degradation Kinetics. SANCO/10058/2005

EC DG SANCO (2007) FOCUS Landscape And Mitigation Factors In Aquatic Risk Assessment.
Volume 1. Extended Summary and Recommendations. Report of the FOCUS Working Group on
Landscape and Mitigation Factors in Ecological Risk Assessment. SANCO/10422/2005 v2.0.
http://focus.jrc.ec.europa.eu/Im/docs/FOCUS%20LM %20V olume%201%20v2_0.pdf
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EC DG SANCO (2007). FOCUS “Landscape And Mitigation Factors In Aquatic Risk Assessment.
Volume 2. Detailed Technical Reviews”. Report of the FOCUS Working Group on Landscape and
Mitigation Factors in Ecological Risk Assessment, EC Document Reference SANCO/10422/2005
v2.0.

http://focus.jre.ec.europa.eu/Im/docs/FOCUS%20L.M%20volume%202%20v2_0.pdf

EC DG SANCO (2008). FOCUS “Pesticides in Air: Considerations for Exposure Assessment”. Report
of the FOCUS Working Group on Pesticides in Air, EC Document Reference SANCO/10553/2006
Rev 2 June 2008.

EFSA

EFSA FEEDAP (2006) Opinion of the Panel on additives and products or substances used in animal
feed (FEEDAP) for the establishment of guidelines on the assessment of safety and efficacy of silage
additives, on a request from the Commission under Article 7(5) of Regulation (EC) No 1831/2003.
Adopted on 20 April 2006. The EFSA Journal (2006) 349, 1-10.
http://www.efsa.europa.eu/en/scdocs/scdoc/349.htm

EFSA FEEDAP (2008) Technical Guidance for assessing the safety of feed additives for the
environment. Prepared by the Panel on Additives and Products or Substances used in Animal Feed.
Adopted on 22 October 2008. The EFSA Journal (2008) 842, 1-28.
http://www.efsa.europa.eu/en/scdocs/scdoc/842.htm

EFSA GMO (2008) Opinion of the Scientific Panel on genetically modified organisms [GMO] related
to the safeguard clause invoked by Hungary according to Article 23 of Directive 2001/18/EC. Adopted
on 8 June 2005. The EFSA Journal (2005) 228, 1-14.

http://www.efsa.europa.eu/en/scdocs/scdoc/228.htm

EFSA GMO (2009) Opinion on the risk assessment of genetically modified plants used for non-food
or non-feed purposes. The EFSA Journal (2009) 1164, 1-28.

http://www.efsa.europa.eu/en/scdocs/scdoc/1164.htm

EFSA PPR (2004) Opinion of the Scientific Panel on Plant protection products and their residues
(PPR) on a request from EFSA on the FOCUS groundwater models comparability and the consistency
of this risk assessment of ground water contamination. Adopted on 14 September 2004. The EFSA
Journal (2004) 93, 1-20.

http://www.efsa.europa.eu/en/scdocs/scdoc/93.htm

EFSA PPR (2005) Opinion of the Scientific Panel on Plant protection products and their residues
(PPR) a request from the Commission on the Guidance Document on Estimating Persistence and
Degradation Kinetics from Environmental Fate Studies on Pesticides in EU Registration. Adopted on
14 December 2005. The EFSA Journal (2005) 300, 1-13.
http://www.efsa.europa.eu/en/scdocs/scdoc/300.htm

EFSA PPR (2006) Opinion of the Scientific Panel on Plant protection products and their residues
(PPR) related on the Final Report of the FOCUS Working Group on Landscape and Mitigation Factors
in Ecological Risk Assessment. Adopted on 13 December 2006. The EFSA Journal (2006) 437, 1-30.
http://www.efsa.europa.eu/en/scdocs/scdoc/437.htm

EFSA PPR (2007) Opinion of the Scientific Panel PPR on the Final Report of the FOCUS Air
Working Group on Pesticides in Air: Consideration for exposure assessment. (SANCO/10553/2006
draft 1 (13 July 2006). Adopted on 3 July 2007. The EFSA Journal (2007) 513, 1-30.
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http://www.efsa.europa.eu/en/scdocs/scdoc/513.htm

EFSA PPR (2007) Opinion on a request from EFSA related to the default Q10 value used to describe
the temperature effect on transformation rates of pesticides in soil - Scientific Opinion of the Panel on
Plant Protection Products and their Residues (PPR Panel). Adopted on 12 December 2007. The EFSA
Journal (2007) 622, 1-32.

http://www.efsa.europa.eu/en/scdocs/scdoc/622.htm

EFSA PPR (2008) Scientific Opinion of the Panel on Plant protection products and their Residues
(PPR) on the Science behind the Guidance Document on Risk Assessment for birds and mammals
EFSA Panel on Plant Protection Products and their Residues (PPR). Adopted on 17 June 2008. The
EFSA Journal (2008) 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR (2009) Scientific Report of the PPR Unit on the outcome of the public consultation on the
draft project plan for the revision of the Guidance Document on Persistence in Soil. Issued on 26
January 2009. EFSA Scientific Report (2009) 276, 1-7.
http://www.efsa.europa.eu/en/scdocs/scdoc/276.htm

EFSA PPR (2009) Risk Assessment for Birds and Mammals. Revised Guidance Document on Risk
Assessment for Birds and Mammals exposed to pesticides.

European Food Safety Authority; Guidance Document on Risk Assessment for Birds & Mammals on
request from EFSA. The EFSA Journal (2009) 1438, 1-139.
http://www.efsa.europa.eu/en/scdocs/scdoc/1438.htm

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual e4 rev4 2005-
september].pdf?ssbinary=true

Member States

NL RIVM (2009) Emissions by “other routes than air” from protected crop systems.
607050004/2009.
http://www.rivim.nl/bibliotheek/rapporten/607050004.html

NL Wageningen UR Greenhouse Horticulture (2009) Emissions by aerial routes from protected crop
systems (greenhouses and crops grown under cover).
http://library.wur.nl/WebQuery/wurpubs/lang/376491
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1.4.2.  Ecotoxicology

EU

European Commission

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). 30 May 2008

http://eur-
lex.europa.eu/JOIndex.do?year=2008 &serie=L&textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO (2001) Guidance Document on Terrestrial Ecotoxicology under Council Directive
91/414/EEC. SANCO0/10329/2002 rev. 2.

http://www.efsa.europa.eu/cs/BlobServer/DocumentSet/GD terrestrial ecotoxicology.pdf?ssbinary=tr
ue

EC DG SANCO E1 (2002) Guidance Document on Aquatic Ecotoxicology. SANCO/3268/2001 — rev
4.
http://ec.europa.eu/food/plant/protection/evaluation/guidance/wrkdoc10 en.pdf

EC DG SANCO EI (2002) Guidance Document on Risk Assessment for Birds and Mammals Under
Council Directive 91/414/EEC. SANCO/4145/2000.
http://ec.europa.eu/food/plant/protection/evaluation/guidance/wrkdoc19 en.pdf

DG SANCO (2003) Guidance Document on the assessment of the equivalence of technical materials
of substances regulated under council directive 91/414/EEC. SANCO/10597/2003 rev. 7 final.
http://ec.europa.cu/food/plant/protection/evaluation/guidance/wrkdoc14_en.pdf

EC DG SANCO El1 (2004) Guidance Document on for environmental risk assessments of active
substances used on rice in the EU for annex I inclusion. SANCO/1090/2000 rev.1.
http://ec.europa.eu/food/plant/protection/resources/med rice 2003 en.pdf

EFSA

EFSA SC (2009) Existing approaches incorporating replacement, reduction and refinement of animal
testing: applicability in food and feed risk assessment. Adopted on 8 April 2009. The EFSA Journal
(2009) 1052, 1-77.

http://www.efsa.europa.eu/en/scdocs/scdoc/1052.htm

EFSA PPR (2008) Risk Assessment for Birds and Mammals - Revision of Guidance Document under
Council Directive 91/414/EEC (SANCO/4145/2000 — final of 25 September 2002) [1] - Scientific
Opinion of the Panel on Plant protection products and their Residues (PPR) on the Science behind the
Guidance Document on Risk Assessment for birds and mammals. Adopted on 17 June 2008. The
EFSA Journal (2008), 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR (2009) Guidance Document on Risk Assessment for birds and mammals on the basis of the
Scientific Opinion of the PPR Panel on the Science behind the Guidance Document on risk
Assessment for birds and mammals (The EFSA journal (2008) 734: 1-181) and its Appendices. The
EFSA Journal (2009), 1438, 1-139.
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http://www.efsa.europa.eu/en/scdocs/scdoc/1438.htm

EFSA PPR Consultation of the PPR Panel on the revision of the Guidance Document
SANCO/3268/2001, rev.4 final, 17 October 2002 (Aquatic Ecotoxicology) Q-2009-00001 (in
progress)

EFSA PPR Consultation of the PPR Panel on the revision of the Guidance Document
SANCO/10329/2002 (Terrestrial Ecotoxicology) Q-2009-00002 (in progress)

EFSA PRAPeR (2005) Working Document for preparation of the ”List of End points” for chemical
active substances. EPCO Manual E4.
http://www.efsa.europa.eu/cs/BlobServer/Guidance of Efsa/praper epco_manual e4 rev4 2005-
september1.pdf?ssbinary=true

International

OECD (2000) Report of the OECD Workshop on Improving the Use of Monitoring Data in the
Exposure Assessment of Industrial Chemicals. Guideline on testing of chemicals no. 18.
http://puck.sourceoecd.org/vl=752533/cl=34/nw=1/rpsv/ij/oecdjournals/1607310x/vIn5/s17/p1l

SETAC (2001) ESCORT2 guidance document on regulatory risk assessment for plant protection
products with non-target arthropods.
http://abstracts.co.allenpress.com/pweb/setaceu2001/document/22791

SETAC report of ELINK workshop (aquatic risk assessment)

EPPO guideline 170 (bee exposure and risk assessment)

Third Countries

US EPA (1998) Guidelines for Ecological Risk Assessment. EPA/630/R-95/002F. Federal Register
63(93):26846-26924Federal Register 63(93):26846-26924
http://www.epa.gov/raf/publications/pdfs/ECOTXTBX.PDF
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1.5. Risk characterisation

EU
European Commission
EC DG SANCO C3 (2000) Guidelines of the Scientific Committee on Food for the development of

tolerable upper intake levels for vitamins and minerals. SCF/CS/NUT/UPPLEV/11
http://ec.europa.eu/food/fs/sc/sctf/out80a_en.pdf

EC DG SANCO C1 (2000) First report on the harmonisation of risk assessment procedures — Part 1.
http://ec.europa.eu/food/fs/sc/ssc/out83 en.pdf

EC DG SANCO C1 (2003) The second report on harmonisation of risk assessment procedures.
http://ec.europa.eu/food/fs/sc/ssc/out361_en.pdf

EFSA

EFSA SC (2007) Introduction of a Qualified Presumption of Safety (QPS) approach for assessment of
selected microorganisms referred to EFSA — Opinion of the Scientific Committee. Adopted on 19
November 2007. The EFSA Journal number (2007) 587, 1-16.
http://www.efsa.europa.eu/en/scdocs/scdoc/587.htm

EFSA SC (2009) Guidance on Safety assessment of botanicals and botanical preparations intended for
use as ingredients in food supplements. EFSA Journal (2009), 7(9): 1249.
http://www.efsa.europa.eu/en/scdocs/scdoc/1249.htm

EFSA SC Exploring options for providing preliminary advice about possible human health risks based
on the concept of Thresholds of Toxicological Concern (TTC). Q-2008-747 (in progress)

EFSA AHAW - Risk Assessment Guidelines for Animal Welfare Q-2007-168 (in progress)

EFSA BIOHAZ (2008) Overview of methods for source attribution for human illness from food-
borne microbiological hazards - Scientific Opinion of the Panel on Biological Hazards. Adopted on 9
July 2008. The EFSA Journal (2008) 764, 1-43.

http://www.efsa.europa.eu/en/scdocs/scdoc/764.htm

EFSA FEEDAP (2009) Guidance for the preparation of dossiers for sensory additives. Adopted on 14
October 2009. The EFSA Journal (2009) 1352, 1-26.
http://www.efsa.europa.eu/en/scdocs/scdoc/1352.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for technological additives. Adopted
on 16 July 2008. The EFSA Journal (2008) 774, 1-21.
http://www.efsa.europa.eu/en/scdocs/scdoc/774.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for nutritional additives. Adopted on
16 July 2008. The EFSA Journal (2008) 775, 1-14.
http://www.efsa.europa.eu/en/scdocs/scdoc/775.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for coccidiostats and histomonostats.
Adopted on 16 July 2008. The EFSA Journal (2008) 777, 1-11.
http://www.efsa.europa.eu/en/scdocs/scdoc/777.htm
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EFSA FEEDAP (2008) Guidance for the preparation of dossiers for zootechnical additives. Adopted
on 16 July 2008. The EFSA Journal (2008) 776, 1-17.
http://www.efsa.europa.eu/en/scdocs/scdoc/776.htm

EFSA GMO (2006) Guidance document of the scientific panel on genetically modified organism for
the risk assessment of genetically modified microorganisms and their derived products intended for
food and feed. Adopted on 17 May 2006.

http://www.efsa.europa.eu/en/scdocs/scdoc/374.htm

EFSA PPR (2008) Risk Assessment for Birds and Mammals — Revision of Guidance Document under
Council Directive 91/414/EEC (SANCO/4145/2000 — final of 25 September 2002) [1] — Scientific
Opinion of the Panel on Plant protection products and their Residues (PPR) on the Science behind the
Guidance Document on Risk Assessment for birds and mammals. Adopted on 17 June 2008. The
EFSA Journal (2008), 734, 1-181.

http://www.efsa.europa.eu/en/scdocs/scdoc/734.htm

EFSA PPR (2009) Guidance Document on Risk Assessment for birds and mammals on the basis of the
Scientific Opinion of the PPR Panel on the Science behind the Guidance Document on risk
Assessment for birds and mammals (The EFSA journal (2008) 734: 1-181) and its Appendices. The
EFSA Journal (2009), 1438, 1-139.

http://www.efsa.europa.eu/en/scdocs/scdoc/1438.htm

Others

ILSI (2003) Risk Characterisation of Chemicals in Food and Diet “Final part of Food Safety in
Europe (FOSIE): Risk Assessment of Chemicals in Food and Diet. Food and Chemical Toxicology
2003; 41(9):1205-1271
http://www.ilsi.org/europe/Pages/ViewltemDetails.aspx?ID=190&ListName=Publications

International

CODEX (1999) Principles and Guidelines for the Conduct of Microbiological Risk Assessment.
CAC/GL-30 (1999).
http://www.codexalimentarius.net/download/standards/357/CXG_030e.pdf

CODEX Proposed draft Guidelines for the Risk Analysis of Food-borne Antimicrobial Resistance”.
Document under development currently at Step 5. CODEX CL 2009/30-AMR. (in progress)

WHO IPCS (1996) Threshold values of concern as set by JEFCA/WHO.
(JECFA, 1996, WHO Food additive series 35, IPCS, WHO Geneva) See Annex A
http://www.inchem.org/documents/jecfa/jecmono/v040je17.htm
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2.  Procedural Aspects

2.1. Validation of submitted dossiers

EU

European Commission

EC (1987) Council Directive 87/153/EEC of 16 February 1987 fixing guidelines for the assessment of
additives in animal nutrition. OJ L 064 , 07/03/1987, p. 19-28.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=CELEX:31987L0153:EN:HTML

EC (2000) Commission Regulation (EC) No 1565/2000 of 18 July 2000 laying down the measures
necessary for the adoption of an evaluation programme in application of Regulation (EC) No 2232/96
of the European Parliament and of the Council. OJ L 180/8, 19/07/2000.
http://ec.europa.eu/food/fs/sfp/addit_flavor/flavOl_en.pdf

EC (2008) Regulation (EC) No 429/2008 of 25 April 2008 on detailed rules for the implementation of
Regulation (EC) No 1831/2003 of the European Parliament and of the Council as regards the
preparation and the presentation of applications and the assessment and the authorisation of feed
additives. OJ L 133, 22/05/2008, p. 1-65.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2008:133:0001:0065:EN:PDF

EC DG AGRICULTURE (1997) Guidelines and Criteria for the preparation and presentation of data
concerning efficacy as provided in Annex III, parts A and B, section 6 of Directive 91/414/EEC
concerning the placing of plant protection products on the market (biological assessment dossier).
7600/V1/95 —rev 6

http://ec.europa.eu/food/plant/protection/resources/7600_vi_95.pdf

EC DG AGRICULTURE (1998) Guidelines and Criteria for the Evaluation of Dossiers and for the
Preparation of Reports to the European Commission by Rapporteur Member States Relating to the
Proposed Inclusion of Active Substances in Annex I of Directive 91/414/EEC. 1654/vi/94 —rev 7

EC DG SANCO (2000) Guidance document — New active substances procedures for evaluation —
Aide mémoire with regard to certain aspects of the procedures for the evaluation in view of a possible
inclusion into Annex 1. 7860/V1/97.
http://ec.europa.eu/food/plant/protection/evaluation/guide_new_en.htm

EC DG SANCO C1 (2000) First report on the harmonisation of risk assessment procedures — Part 1.
http://ec.europa.eu/food/fs/sc/ssc/out83 en.pdf

EC DG SANCO C1 (2000) Guidelines for the assessment of additives in feedingstuffs — Part II:
enzymes and micro-organisms.
http://ec.europa.eu/food/fs/sc/scan/out68 en.pdf

EC DG SANCO (2001) Guidance document — Borderline concerning Biocidal Products and plant
Protection Products. SANCO/26/999
http://ec.europa.eu/food/plant/protection/evaluation/borderline_en.htm

EC DG SANCO E1 (2001) Data requirements for plant strengtheners with low risk profile.
SANCO/1003/2000 rev. 3.
http://ec.europa.eu/food/plant/protection/resources/wkdoc1003_en.pdf
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EC DG SANCO E1 (2001) Guideline developed within the Standing Committee on Plant Health
concerning instructions for industry on dossier submission. SANC0/3989/2001 rev.2
http://ec.europa.eu/food/plant/protection/evaluation/submission_instructions_en.pdf

EC DG SANCO C2 (2001) Guidance on submission for food additive evaluations by the Scientific
Committee on food. SCF/CS/ADD/GEN/26.
http://ec.europa.eu/food/fs/sc/sct/out98_en.pdf

EC DG SANCO C2 (2001) Guidance on submissions for safety evaluation of sources of nutrients or of
other ingredients proposed for use in the animal manufacture of foods. SCF/CS/ADD/NUT/21.
http://ec.europa.eu/food/fs/sc/sctf/out100_en.pdf

EC DG SANCO EI1 (2003) Draft working document concerning the data requirements for certain
chemical active substances and plant protection products containing such substances.
SANCO/10473/2003 — rev 4.

http://ec.europa.eu/food/plant/protection/evaluation/chem_subst.pdf

EC DG SANCO E1 (2003) Draft working document concerning the data requirements for active
substances and plant protection products made from plants or plant extracts. SANCO/10472/2003 —
rev 5.

http://ec.europa.cu/food/plant/protection/evaluation/plant _extracts.pdf

EC DG SANCO E1 (2004) Guidance document on the preparation of dossiers and draft assessment
reports for substances covered in the fourth stage of the review programme referred to in Article 8(2)
of Council Directive 91/414/EEC. SANCO/10393/2004 —rev 4
http://ec.europa.eu/food/plant/protection/resources/10393 rev4 2004.pdf

EC DG SANCO (2004) Guidance developed within the Standing Committee on the food chain and
animal health on the taxonomic level of micro-organisms to be included in annex 1 of Council
Directive 91/414/EEC. SANCO0/0253/2008 — rev 2
http://ec.europa.eu/food/plant/protection/resources/taxanomic_level dir91414.pdf

EC DG SANCO D3 (2004) Guidance document on preparation of Review Report for review Stage 2
substances and new active substances considered by EFSA. SANCO/10696/2004 — rev 5.
http://ec.europa.eu/food/plant/protection/resources/incl_exis_as_stage? en.pdf

EC DG SANCO D3 (2005) Guideline developed within the Standing Committee on the Food Chain
and Animal Health on the Preparation and Presentation of Complete Dossiers for the Inclusion of
Active Substances in Annex I of Directive 91/414/EEC (Article 5.3 and 8.2). SANCO/10518/2005
rev. 5.
http://ec.europa.eu/food/plant/protection/resources/EC_guidance dossier format 2005-revS.pdf

EC DG SANCO (2005) Guidance document on the evaluation of new annex Il data post-annex I
inclusion of an active substance. SANCO/10328/2004 rev. 5.
http://ec.europa.eu/food/plant/protection/resources/guidance_annex2 10328revS_en.pdf

EC DG SANCO D3 (2006) Guidance document on preparation of lists of studies relied upon
with a view to Annex I — inclusion of existing active substances. SANCO-10435/2004 —rev 7.
http://ec.europa.eu/food/plant/protection/resources/incl_exis_as_annexel en.pdf

EC DG SANCO (2006) Guidelines for applications for new alternative methods of disposal or use of
animal by-products under regulation (EC) No 1774/2002. SANCO/10060/2006
http://ec.europa.eu/food/food/biosafety/animalbyproducts/disposal0604 en.pdf
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EC DG SANCO E3 (2007) Guidance document on the Check of Completeness for new active
substance dossier submissions under Directive 91/414/EEC. SANCO/10043/2007 —rev. 2
http://ec.europa.eu/food/plant/protection/resources/completeness_check NAS en.pdf

EC DG SANCO E3 (2008) Guidance Document on the assessment of new isolates of baculovirus
species already included in Annex I of Council Directive 91/414/EEC. SANCO/0253/2008
http://ec.europa.eu/food/plant/protection/resources/guidance_document_baculovirus.pdf

EC DG SANCO E3 (2009) Guidance document on the assessment of new substances falling into the
group of straight chain lepidopteran pheremones included in annex 1 of council directive 91/414/EEC.
SANCO/5272/2009 rev.1

http://ec.europa.eu/food/plant/protection/resources/publications_en.htm

EFSA

EFSA AFC (2005) Guidance from the AFC Panel on submission of a dossier on a Smoke Flavouring
Primary Product for evaluation by EFSA. Adopted 7/10/2004; Last update: 27/08/2008.
http://www.efsa.europa.eu/en/scdocs/scdoc/2 1r.htm

EFSA Joint AFC/BIOHAZ (2006) Guidance document on the submission of data for the evaluation
of the safety and the efficacy of substances for the removal of microbial surface contamination of
foods of animal origin. Adopted 13/07/2006 BIOHAZ panel and 28/08/2006 by AFC panel. The
EFSA Journal (2006) 388, 1-9.

http://www.efsa.europa.eu/en/scdocs/scdoc/388.htm

EFSA BIOHAZ (2007) Opinion of the Scientific Panel on biological hazards (BIOHAZ): Protocol for
the evaluation of new rapid BSE post mortem tests . Adopted on 7 June 2007. The EFSA Journal
(2007) 508, 1-20.

http://www.efsa.europa.eu/en/scdocs/scdoc/508.htm

EFSA BIOHAZ (2007) Opinion of the Scientific Panel on biological hazards (BIOHAZ): Protocol for
the evaluation of new rapid BSE post mortem tests . Adopted on 7 June 2007. The EFSA Journal
(2007) 509, 1-31.

http://www.efsa.europa.eu/en/scdocs/scdoc/509.htm

EFSA BIOHAZ (2007) Scientific Opinion of the Panel on Biological Hazards: Protocol for a
preliminary evaluation of ante-mortem TSE tests for ruminants. Adopted on 7 September 2007. The
EFSA Journal (2007) 540, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/540.htm

EFSA BIOHAZ Revision of the joint CEF/BIOHAZ guidance document on the submission of data for
the evaluation of safety and efficacy of substances for the removal of microbial surface contamination
of food of animal origin intended for human consumption Q-2009-00196 (in progress)

EFSA BIOHAZ Request for technical assistance on the format for applications for new alternative
methods for animal by-products. EFSA-Q-2010-00058 (in progress)

EFSA CEF (2004) Guidance on submission of a dossier on a Smoke Flavouring Primary Product for
evaluation by EFSA by the Scientific Panel on food additives, flavourings, processing aids and
materials in contact with food (AFC). Adopted: 7 October 2004.
http://www.efsa.europa.eu/EFSA/efsa locale-1178620753812 1211902600102.htm
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EFSA CEF (2008) Guidance Documents on the submission of a dossier on a substance to be used in
Food Contact Materials for evaluation by EFSA by the Panel on food additives, flavourings,
processing aids and materials in contact with food (AFC). Last update 27/08/2008
http://www.efsa.europa.eu/en/scdocs/scdoc/1305.htm

EFSA CEF (2008) Guidance document on the submission of a dossier on a substance to be used in
Food Contact Materials for evaluation by EFSA by the Panel on additives, flavourings, processing
aids and materials in contact with food (AFC). Adopted on 27 November 2009. The EFSA Journal
(2009) 21, 1-125.

http://www.efsa.europa.eu/en/scdocs/scdoc/2 1r.htm

EFSA CEF (2009) Guidelines on submission of a dossier for safety evaluation by the EFSA of active
or intelligent substances present in active and intelligent materials and articles intended to come into
contact with food. Adopted: 21 July 2009. The EFSA Journal (2009) 1208.
http://www.efsa.europa.eu/en/scdocs/scdoc/1208.htm

EFSA CEF (2009) Guidance of the Scientific Panel of Food Contact Material, Enzymes, Flavourings
and Processing Aids (CEF) on the Submission of a Dossier on Food Enzymes for Safety Evaluation
Adopted: 23 July 2009. The EFSA Journal (2009) 1305, 1-26.
http://www.efsa.europa.eu/en/scdocs/scdoc/1305.htm

EFSA CEF (2008) Guidelines on submission of a dossier for safety evaluation by the EFSA of a
recycling process to produce recycled plastics intended to be used for manufacture of materials and
articles in contact with food — Opinion of the Scientific Panel on food additives, flavourings,
processing aids and materials in contact with food (AFC). Adopted date: 21/05/2008. The EFSA
Journal (2008) 717, 1-12.

http://www.efsa.europa.eu/en/scdocs/scdoc/717.htm

EFSA CEF (2009)Guidelines on submission of a dossier for safety evaluation by the EFSA of active
or intelligent substances present in active and intelligent materials and articles intended to come into
contact with food. Adopted: 21 July 2009. The EFSA Journal (2009) 1208.
http://www.efsa.europa.eu/en/scdocs/scdoc/1208.htm

EFSA CEF Opinion on data needed for the evaluation of flavourings. Q-2009-00004 (in progress)

EFSA FEEDAP (2009) Guidance for the preparation of dossiers for sensory additives prepared by the
Panel on additives and products or substances used in animal feed. Adopted 16/09/2008; The EFSA
Journal (2009); 7(10): 1352, 1-15.

http://www.efsa.europa.eu/en/scdocs/doc/1352.pdf

EFSA FEEDAP (2008) Administrative guidance to applicants on the preparation and presentation of
applications for authorisation of additives for use in animal nutrition. Issued in September 2008
(revised in December 2009).

http://www.efsa.europa.eu/en/scdocs/scdoc/1447 . htm

EFSA FEEDAP (2008) Technical guidance: Update of the criteria used in the assessment of bacterial
resistance to antibiotics of human or veterinary importance prepared by the Panel on additives and
products or substances used in animal feed. Adopted 18/06/2008. The EFSA Journal (2008) 732, 1-15.
http://www.efsa.europa.eu/en/scdocs/scdoc/732.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for technological additives prepared
by the Panel on additives and products or substances used in animal feed. Adopted 16/07/2008. The
EFSA Journal (2008) 774, 1-21.

http://www.efsa.europa.eu/en/scdocs/scdoc/774.htm
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EFSA FEEDAP (2008) Guidance for the preparation of dossiers for nutritional additives prepared by
the Panel on additives and products or substances used in animal feed. Adopted 16/07/2008. The
EFSA Journal (2008) 775, 1-15.

http://www.efsa.europa.eu/en/scdocs/scdoc/775.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for zootechnical additives prepared
by the Panel on additives and products or substances used in animal feed. Adopted 16/07/2008. The
EFSA Journal (2008) 776, 1-18

http://www.efsa.europa.eu/en/scdocs/scdoc/776.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for coccidiostats and histomonostats
prepared by the Panel on additives and products or substances used in animal feed. Adopted
16/07/2008. The EFSA Journal (2008) 777, 1-11.

http://www.efsa.europa.eu/en/scdocs/scdoc/777.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for the re-evaluation of certain
additives already authorised under Directive 70/524/EEC prepared by the Panel on additives and
products or substances used in animal feed. Adopted 17/07/2008. The EFSA Journal (2008) 779, 1-10.
http://www.efsa.europa.eu/en/scdocs/scdoc/779.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for additives already authorised for
use in food prepared by the Panel on additives and products or substances used in animal feed.
Adopted 16/09/2008. The EFSA Journal (2008) 800, 1-3.
http://www.efsa.europa.eu/en/scdocs/scdoc/800.htm

EFSA FEEDAP (2008) Technical Guidance Studies concerning the safety of use of the additive for
users/workers prepared by the Panel on additives and products or substances used in animal feed.
Adopted on 17 September 2008; The EFSA Journal (2008) 802, 1-2.
http://www.efsa.europa.eu/en/scdocs/doc/802.pdf

EFSA FEEDAP Assessment of herbs, essential oils and other plant products as ““additives’ for use in
animal nutrition Q-2004-064 (in progress)

EFSA GMO General mandate- aspects of the environmental risk assessment (ERA) and the ERA
guidance Q-2008-262 (in progress)

EFSA NDA (2007) Scientific and technical guidance for the preparation and presentation of the
application for authorisation of a health claim. Adopted on 6 July 2007. The EFSA Journal (2007)
530, 1-44.

http://www.efsa.europa.eu/en/scdocs/scdoc/530.htm

EFSA PLH (2009) Evaluation of pest risk assessments and risk management options prepared

to justify requests for phytosanitary measures under Council Directive 2000/29/EC. Adopted May 13
2009. The EFSA Journal (2009) 1194, 1-18.

http://www.efsa.europa.eu/en/scdocs/scdoc/1194.htm

EFSA PLH (2010) Error! Reference source not found.. Adopted 20 January 2010. The EFSA
Journal (2010) 1495, 1-68.
http://www.efsa.europa.eu/en/efsajournal/scdoc/1495.htm

International
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FAO (2002) Pesticide Residues in Food — FAO Plant Production and Protection Paper — 145
http://www.fao.org/docrep/W8141E/w8141e05.htm#TopOfPage

WHO GEMS FOOD (2003) Instruction for electronic submission of data on chemical contaminants in
food and diet.
http://www.who.int/foodsafety/publications/chem/en/gemsmanual.pdf
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2.2, Scope, objectives and terms of reference

EU

EFSA

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm

EFSA AHAW (2007) Opinion of the Scientific Panel on Animal Health and Welfare on the
“Framework for EFSA AHAW Risk Assessments”. Adopted on 21 September 2007. The EFSA
Journal (2007) 550, 1-46.

http://www.efsa.europa.eu/en/scdocs/scdoc/550.htm

EFSA AHAW (2009) Good Practice in Conducting Scientific Assessments in animal health using
modelling. The EFSA Journal (2009) 1419, 1-38.
http://www.efsa.europa.eu/en/scdocs/scdoc/1419.htm
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2.3. Materials and methods

2.3.1. Terminology (including Expression of risk/Terms and definition/Presentation of
findings including expression of assumptions, variability and uncertainty)

EU
European Commission
EC DG SANCO C3 (2000) Guidelines of the Scientific Committee on Food for the development of

tolerable upper intake levels for vitamins and minerals. SCF/CS/NUT/UPPLEV/11
http://ec.europa.cu/food/fs/sc/scf/out80a_en.pdf

EC DGSANCO C1 (2000) First report on the harmonisation of risk assessment procedures.
http://ec.europa.cu/food/fs/sc/ssc/out83 _en.pdf

EC DG SANCO C1 (2003) The second report on harmonisation of risk assessment procedures.
http://ec.europa.cu/food/fs/sc/ssc/out361_en.pdf

EC DG SANCO (2003) Glossary of terms. The second report on harmonisation of risk assessment
procedures. Appendix 2.
http://ec.europa.cu/food/fs/sc/ssc/out361 app2 en.pdf

EFSA

EFSA SC (2004) Guidance of the Scientific Committee on a request from EFSA related to
uncertainties in dietary exposure assessment. Adopted 14/12/2006. The EFSA Journal (2006) 438: 1-
54

http://www.efsa.europa.eu/en/scdocs/scdoc/438.htm

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm

EFSA AHAW (2009) Good Practice in Conducting Scientific Assessments in animal health using
modelling. The EFSA Journal (2009) 1419, 1-38.
http://www.efsa.europa.eu/en/scdocs/scdoc/1419.htm

EFSA AHAW (2007) Opinion of the Scientific Panel on Animal Health and Welfare on the
“Framework for EFSA AHAW Risk Assessments”. Adopted on 21 September 2007. The EFSA
Journal (2007) 550, 1-46.

http://www.efsa.europa.eu/en/scdocs/scdoc/550.htm

EFSA AHAW - Risk Assessment Guidelines for Animal Welfare Q-2007-168 (in progress)

EFSA BIOHAZ (2007) Opinion of the Scientific Panel on biological hazards (BIOHAZ) on
microbiological criteria and targets based on risk analysis. Adopted 7/03/2007. The EFSA Journal
(2007) 462, 1-29.

http://www.efsa.europa.eu/en/scdocs/scdoc/462.htm
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EFSA DATEX Project “Development of a Food Classification and Description System for exposure
assessment” Q-2009-00613 (in progress).

EFSA FEEDAP (2008) Technical Guidance Tolerance and efficacy studies in target animals prepared
by the Panel on additives and products or substances used in animal feed. Adopted 17/07 2008. The
EFSA Journal (2008) 778, 1-13.

http://www.efsa.europa.eu/en/scdocs/scdoc/778.htm

EFSA FEEDAP (2008) Guidance for the preparation of dossiers for the re-evaluation of certain
additives already authorised under Directive 70/524/EEC prepared by the Panel on additives and
products or substances used in animal feed. Adopted 17/07/2008. The EFSA Journal (2008) 779, 1-10.
http://www.efsa.europa.eu/en/scdocs/scdoc/779.htm

EFSA GMO (2006) Guidance document of the scientific panel on genetically modified organisms
(GMO) for the Risk Assessment of genetically modified microorganisms and their derived products
intended for food and feed use. Adopted 17/05/2006. The EFSA Journal (2006) 374, 1-115.
http://www.efsa.europa.eu/en/scdocs/scdoc/374.htm

EFSA GMO (2006) Guidance document of the Scientific Panel on Genetically Modified Organisms
for renewal of authorisations of existing GMO products lawfully placed on the market, notified
according to Articles 8 and 20 of Regulation (EC) No 1829/2003. Adopted 6/12/2006; The EFSA
Journal (2006) 435, 1-4.

http://www.efsa.europa.eu/en/scdocs/scdoc/435.htm

EFSA GMO (2008) Safety and nutritional assessment of GM plants and derived food and feed: The
role of animal feeding trials. Adopted by the Scientific Panel on Genetically Modified Organisms on
12 September 2007. Food and Chemical Toxicology 46 S2-S70.
http://www.efsa.europa.eu/EFSA/DocumentSet/gmo_report_feedingtrials.pdf

EFSA PLH (2009) Evaluation of pest risk assessments and risk management options prepared

to justify requests for phytosanitary measures under Council Directive 2000/29/EC. Adopted May 13
2009. The EFSA Journal (2009) 1194, 1-18.

http://www.efsa.europa.eu/en/scdocs/scdoc/1194.htm

EFSA PPR (2007) Opinion of the Scientific Panel on Plant protection products and their

Residues on a request from the Commission on acute dietary intake assessment of pesticide residues in
fruit and vegetables. Adopted on 19 April 2007. The EFSA Journal (2007) 538, 1-88.
http://www.efsa.europa.eu/en/scdocs/scdoc/538.htm

Member States

UK CSL (2007) Comparative review of risk terminology
http://ec.europa.eu/health/ph risk/documents/risk rd01 en.pdf

UK IGHRC (1999) Developing new approaches to assessing risk to human health from chemicals.
ISBN 189911022 4
http://ieh.cranfield.ac.uk/ighrc/crl.pdf

UK IGHRC (2002) Chemical Mixtures: A framework for assessing risks to human health (cr14). ISBN
978-1-899110-44-5
http://ieh.cranfield.ac.uk/ighrc/Chemical%20Mixture%20Final%20May%202009.pdf
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UK IGHRC (2003) Uncertainty Factors: Their use in human health risk assessment by UK
Government. ISBN 1 899110 38 0
http://ieh.cranfield.ac.uk/ighrc/cr9.pdf

UK IGHRC (2004) Guidelines for good exposure assessment practice for human health effects of
chemicals. ISBN 1 899110 39 9.
http://ieh.cranfield.ac.uk/ighrc/cr10.pdf

UK IGHRC (2006) Guidelines on route-to-route extrapolation of toxicity data when assessing health
risks of chemicals. ISBN 1-899110-41-0/978-1-899110-41-4
http://ieh.cranfield.ac.uk/ighrc/cr12[1].pdf

International

FAO (1997) New Revised Text of the International Plant Protection Convention.
https://www.ippc.int/servlet/BinaryDownloaderServlet/13742 1997 English.pdf?filename=/publicatio
ns/13742 New Revised Text of the International Plant Protectio.pdf&reflD=13742

FAO IPPC (2009) ISPM No. 5 Glossary of phytosanitary terms.
https://www.ippc.int/servlet/BinaryDownloaderServlet/184195 E.pd.pdf?filename=1241701271714 1
SPMO05 2009 E.pdf&reflD=184195

IFTS (1997) Terminology of developmental abnormalities in common laboratory mammals (version
1). Teratology 1997; 55(4), 249-292

http://www.ncbi.nlm.nih.gov/pubmed/9216042

IFTS (1999) Classification terms in developmental toxicology: need for harmonisation. Report of the
Second Workshop on the Terminology in Developmental Toxicology Berlin, 27-28 August 1998.
Reprod. Toxicol. 1999; 13(1), 77-82.

http://www.ncbi.nlm.nih.gov/pubmed/10080303

IFTS (2001) Harmonisation of rat fetal skeletal terminology and classification. Report of the Third
Workshop on the Terminology in Developmental Toxicology. Berlin, 14-16 September 2000. Reprod
Toxicol. 2001;15(6), 713-21.

http://www.sciencedirect.com/science? ob=ArticletURL& udi=B6TCO0-44JYKFP-

F& user=3324955& coverDate=12%2F31%2F2001& rdoc=1& fmt=high& orig=search& sort=d&

docanchor=&view=c& searchStrld=1242356067& rerunOrigin=scholar.google& acct=C00006027
5& version=1& urlVersion=0& userid=3324955&md5=caadd43ac341f374932d250fcd7ee908

IFTS (2003) Harmonization of rat fetal external and visceral terminology and classification*1: Report
of the Fourth Workshop on the Terminology in Developmental Toxicology, Berlin, 18-20 April 2002.
Reprod. Toxicol. 2003; 17(5), 625-637

http://www.sciencedirect.com/science? ob=ArticleURL& udi=B6TC0-49CRM40-

1& user=3324955& rdoc=1& fmt=& orig=search& sort=d& docanchor=&view=c& searchStrld=
943053931& _rerunOrigin=google& acct=C000060275& version=1& urlVersion=0& userid=33249
55&md5=05a68c508a07¢f24670a07f75t50b8 1a

IUPAC (2001) Risk Assessment Terminology. Chemistry InternationalVol. 23, No. 2. March 2001
http://www.iupac.org/publications/ci/2001/march/risk assessment.html

OECD (2003) Descriptions of the selected key generic terms used in chemical hazard/risk assessment.
Series on testing and assessment no. 44.

EFSA Journal 2010;8(3):1518 52



~.efsam

Eiopdin Fosd Satess Suthorky Inventory of guidance on test methodologies
Iy Ol g g

http://www.olis.oecd.org/olis/2003doc.nst/LinkTo/NT00004772/$FILE/JT00152557.PDF

OECD (2006) Guidance document on the definition of residues. Series on testing and assessment
Number 63.
http://www.olis.oecd.org/olis/2006doc.nst/LinkTo/NTO0003E9A/SFILE/JT03215488.PDF

UN FAO/WHO (2001) Guidelines for the preparation of working papers on intake of food additives
for the Joint FAO/WHO Expert Committee on Food Additives
http://www.who.int/ipcs/food/jecfa/en/intake guidelines.pdf

UN FAO/WHO (2006) Updating the Principles and Methods of Risk Assessment: MRLs for
Pesticides and Veterinary Drugs.
http://www.fao.org/ag/AGP/AGPP/Pesticid/IMPR/DOWNLOAD/bilthoven 2005.pdf

WHO (1999) P. Lewalle. “Risk Assessment Terminology: Methodological Considerations and
Provisional Results”. Terminology Standardization and Harmonization 11 (1-4), 1-28. (1999).

WHO IPCS (2001) Glossary of exposure assessment — related terms: a compilation.
http://www.who.int/ipcs/publications/methods/harmonization/en/compilation_nov2001.pdf

WHO IPCS (2004) IPCS Risk Assessment Terminology. ISBN 92 4 156267 6
http://www.inchem.org/documents/harmproj/harmproj/harmproj1.pdf

WHO IPCS (2008) Uncertainty and Data quality in exposure assessment.
http://www.who.int/ipcs/publications/methods/harmonization/exposure assessment.pdf

WHO IPCS (2009) Harmonization of terminology in developmental toxicology: The quest for a more
precise description and a harmonized classification of fetal observations. Reprod. Toxicol. 2009;
27(1), 8-13.

http://www.sciencedirect.com/science? ob=ArticleURL& udi=B6TC0-4V47CC6-

1& user=3324955& rdoc=1& fmt=& orig=search& sort=d& docanchor=&view=c& searchStrld=
943042321& rerunOrigin=google& acct=C000060275& version=1& urlVersion=0& userid=33249
55&md5=6d6996dde3bbed9c5e634b35efe04436

Third Countries

US EPA (1997) Guiding Principles for Monte Carlo Analysis. EPA/630R-97-001.
http://www.epa.gov/raf/publications/pdfs/montecar.pdf

US EPA (2001) Risk Assessment Guidance for Superfund: Volume III — Part A, Process for
Conducting Probabilistic Risk Assessment. EPA 540-R-02-002
http://www.epa.gov/oswer/riskassessment/rags3adt/pdf/rags3adt_complete.pdf
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2.3.2. Data and information collection
EU

European Commission

EC EFCOSUM (2002) European Food Consumption Survey Method. Monitoring Public Health
Nutrition in Europe. Technical Report, Agreement S12.291742 (2000CVG3-507).
http://www.public-health.tu-

dresden.de/dotnetnuke3/eu/Projects/PastProjects/ EFCOSUM/tabid/338/Default.aspx

EC DG JRC ECB (2000) Technical guidance document in support of the Directive 98/8/EC
concerning the placing of biocidal products on the market — Guidance on data requirements for active
substances and biocidal products.
http://www.urpl.gov.pl/biobojcze/akty/Technical%20Notes%20for%20Guidance/Data%20Re
quirements/ccov2000.pdf

EFSA

EFSA SC (2005) Opinion of the Scientific Committee on a request from EFSA related to Exposure
Assessments. Adopted on 22 June 2005). The EFSA Journal (2005) 249, 1-26.
http://www.efsa.europa.eu/en/scdocs/scdoc/249.htm

EFSA SC (2006) Transparency in risk assessment carried out by EFSA: Guidance Document on
procedural aspects. Endorsed 11/04/2006 by the Scientific Committee. The EFSA Journal (2006) 353,
1-16.

http://www.efsa.europa.eu/en/scdocs/scdoc/353.htm

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm

EFSA AHAW (2007) Opinion of the Scientific Panel on Animal Health and Welfare on the
“Framework for EFSA AHAW Risk Assessments”. Adopted on 21 September 2007. The EFSA
Journal (2007) 550, 1-46.

http://www.efsa.europa.eu/en/scdocs/scdoc/550.htm

EFSA AHAW (2009) Good Practice in Conducting Scientific Assessments in animal health using
modelling. The EFSA Journal (2009) 1419, 1-38.
http://www.efsa.europa.eu/en/scdocs/scdoc/1419.htm

EFSA AHAW — Risk Assessment Guidelines for Animal Welfare Q-2007-168 (in progress)

EFSA DATEX (2010) Guideline on Standard Sample Description for Food and Feed. The EFSA
Journal (2010) 1457, 1-54.
http://www.efsa.europa.eu/en/scdocs/scdoc/1457.htm

EFSA DATEX (2009) Guideline document on methods and protocols for future national dietary
surveys in Europe. Adopted on 11 December 2009. The EFSA Journal (2009) 1435, 1-51.
http://www.efsa.europa.eu/en/scdocs/scdoc/1435.htm
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EFSA DATEX Project “Development of a Food Classification and Description System for exposure
assessment” Q-2009-00613 (in progress)

EFSA DATEX Project to harmonise the collection of data in the field of chemical contaminants and
pesticide residues in food and feed.Q-2009-00614 (in progress)

EFSA DATEX Guideline document covering the use of existing consumption data collected at a
detailed food level with respect to exposure assessment Q-2009-00306 (in progress).

EFSA DATEX Development of a comprehensive food consumption database. DATEX-2007-002 (in
progress).

EFSA GMO (2008) Safety and nutritional assessment of GM plants and derived food and feed: The
role of animal feeding trials. Adopted by the Scientific Panel on Genetically Modified Organisms on
12 September 2007. Food and Chemical Toxicology 46 S2-S70.
http://www.efsa.europa.eu/EFSA/DocumentSet/gmo_report_feedingtrials.pdf

Member States

UK IGHRC (2004) Guidelines for good exposure assessment practice for human health effects of
chemicals. ISBN 1 899110 39 9.
http://ieh.cranfield.ac.uk/ighrc/cr10.pdf

UK IGHRC (2006) Guidelines on route-to-route extrapolation of toxicity data when assessing health
risks of chemicals. ISBN 1-899110-41-0/978-1-899110-41-4
http://ieh.cranfield.ac.uk/ighrc/cr12[1].pdf

NL Utrecht University (2005) Kroes et al. The Threshold of Toxicological Concern Concept in Risk
Assessment. Tox. Science 86(2), 226-230 (2005).
http://toxsci.oxfordjournals.org/cgi/reprint/86/2/226

International

OECD (2003) Report of the OECD/FAO Zoning Project. Series on pesticides no. 19. Registration and
Work Sharing. ENV/JM/MONO(2003)4.

http://www.olis.oecd.org/olis/2003doc.nsf/ ENGDIRCORPLOOK/NT00000AFA/SFILE/JT00144443.
PDF

UN FAO/WHO (2003) Hazard characterization for pathogens in food and water : guidelines.
(Microbiological risk assessment series ; no. 3). ISBN 92 4 156237 4 (WHO) — ISBN 92 5 104940 8
(FAO) — ISSN 1726-5274.

http://whqglibdoc.who.int/publications/2003/9241562374.pdf

UN FAO/WHO (2005) List of substances scheduled for evaluation and request for data.
JECFA/64/CD.
http://www.who.int/ipcs/food/jecfa/en/call64.pdf

UN FAO/WHO (2005) Dietary exposure assessment of chemicals in food. Issued by the World Health
Organization in collaboration with the Food and Agriculture Organization of the United Nations.
ISBN 978 92 4 159747 0

http://whqlibdoc.who.int/publications/2008/9789241597470 _eng.pdf
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WHO (2008) Food-borne disease outbreaks: Guidelines for investigation and control. ISBN 978 92 4
154722 2
http://www.who.int/foodsafety/publications/foodborne disease/outbreak guidelines.pdf

WHO GEMS FOOD (2003) Food Contamination monitoring and assessment programme —
Instruction for electronic submission of data on chemical contaminants in food and the diet.
http://www.who.int/foodsafety/publications/chem/en/gemsmanual.pdf

WHO IPCS (2001) Guidance Document for the Use of Data in Development of Chemical Specific
Adjustment Factors (CSAFs) for Interspecies Differences and Human Variability in
Dose/Concentration— Response Assessment WHO/PCS/01.4
http://www.who.int/ipcs/publications/methods/harmonization/en/csafs_guidance doc.pdf

Third Countries

US EPA (2002) Guidance on Cumulative Risk Assessment of Pesticide Chemicals That Have a
Common Mechanism of Toxicity.
http://www.epa.gov/pesticides/trac/science/cumulative_guidance.pdf
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2.3.3.  Monitoring and data reporting

EU

European Commission

EC (2003) Directive 2003/99/EC of the European Parliament and of the Council of 17 November
2003 on the monitoring of zoonoses and zoonotic agents, amending Council Decision 90/424/EEC and
repealing Council Directive 92/117/EEC, OJ L 325, 12.12.2003, pp. 31-40.
http://eurlex.europa.eu/smartapi/cgi/sga_doc?smartapi!celexapi!prod! CELEXnumdoc&lg=EN&numd
0c=32003L0099&model=guichett

EC DG SANCO (2000) Guidelines for Residues Monitoring in the European Union Second edition,
1999/2000. SANCO/3103/2000.
http://ec.europa.eu/food/fs/sfp/ph_ps/pest/qualcontrol _en.pdf

EFSA DG SANCO (2001) Guidance document on notification criteria for pesticide residue findings to
the Rapid Alert System for Food and Feed. SANCO/3346/2001 rev. 7
http://ec.europa.eu/food/plant/protection/resources/rastf pest res en.pdf

EC DG SANCO (2009) Method validation and quality control procedures for pesticide residues
analysis in food and feed. Document No. SANCO/10684/2009.
http://ec.europa.eu/food/plant/protection/resources/qualcontrol_en.pdf

EFSA

EFSA ZOONOSES (2007) Report of the Task Force on Zoonoses Data Collection including a
proposal for a harmonized monitoring scheme of antimicrobial resistance in Salmonella in fowl
(Gallus gallus), turkeys, and pigs and Campylobacter jejuni and C. coli in broilers. Adopted by The
Task Force on 20 February 2007. The EFSA Journal (2007), 96, 1-46.
http://www.efsa.europa.eu/en/scdocs/scdoc/96r.htm

EFSA ZOONOSES (2007) Report of the Task Force on Zoonoses Data Collection on a proposal for
technical specifications for a baseline survey on the prevalence of Salmonella in breeding pigs.
Adopted by The Task Force on 30 April 2007. The EFSA Journal (2007), 99, 1-28.
http://www.efsa.europa.eu/en/scdocs/scdoc/99r.htm

EFSA ZOONOSES (2007) Report from the Task Force on Zoonoses Data Collection on harmonising
the reporting of food-borne outbreaks through the Community reporting system in accordance with
Directive 2003/99/EC. Adopted by The Task Force on 8 November 2007). The EFSA Journal (2007),
123, 1-16.

http://www.efsa.europa.eu/en/scdocs/scdoc/123r.htm

EFSA ZOONOSES (2007) Report of the Task Force on Zoonoses Data Collection on a proposal for
technical specifications for a baseline survey on the prevalence of Methicillin Resistant
Staphylococcus aureus (MRSA) in breeding pigs. Adopted by The Task Force on 19 November 2007.
The EFSA Journal (2007), 129, 1-14.

http://www.efsa.europa.eu/en/scdocs/scdoc/129r.htm

EFSA ZOONOSES (2008) Report from the Task Force on Zoonoses Data Collection including
guidance for harmonized monitoring and reporting of antimicrobial resistance in commensal
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Escherichia coli and Enterococcus spp. From food animals. Adopted by The Task Force on 11 March
2008. The EFSA Journal (2008), 141, 1-44.
http://www.efsa.europa.eu/en/scdocs/scdoc/141r.htm

EFSA ZOONOSES (2008) Report of Task Force on Zoonoses Data Collection on proposed technical
specifications for a coordinated monitoring programme for Salmonella and Campylobacter in broiler
meats at retail in the EU. Adopted by The Task Force on 29 August 2008. The EFSA Journal (2008),
155, 1-49.

http://www.efsa.europa.eu/en/scdocs/scdoc/155r.htm

EFSA ZOONOSES (2009) Guidance Document of the Task Force on Zoonoses Data Collection —
Manual for Reporting on Zoonoses, Zoonotic Agents and Antimicrobial Resistance in the framework
of Directive 2003/99/EC and of some other pathogenic microbiological agents for information derived
from the reporting year 2008. Adopted by The Task Force on 18 March 2009. The EFSA Journal
(2009), 255, 1-90.

http://www.efsa.europa.eu/en/scdocs/scdoc/255r.htm

EFSA ZOONOSES (2009) Guidance Document of the Task Force on Zoonoses Data Collection —
Manual for Reporting of Food-borne Outbreaks in the framework of Directive 2003/99/EC. Adopted
by The Task Force on 31 March 2009. The EFSA Journal (2009), 257, 1-46.
http://www.efsa.europa.eu/en/scdocs/scdoc/257r.htm

EFSA ZOONOSES (2009) Report on specifications for harmonised monitoring and reporting of
VTEC in food and animals. The EFSA Journal (2009) 1366, 1-43.
http://www.efsa.europa.eu/en/scdocs/scdoc/1366.htm

EFSA ZOONOSES Request for a report on specifications for harmonized monitoring survey for
Yersinia enterocolitica in pig. The EFSA Journal (2009) 1374, 1-23.
http://www.efsa.europa.eu/en/scdocs/scdoc/1374.htm

EFSA ZOONOSES Trichinella, Echinococcus, Cysticercus and Sarcocystis in the EU —
harmonisation of monitoring and reporting (Mandate proposed by EFSA to the Unit on
Zoonoses Data Collection for a self-task on harmonisation of monitoring and reporting of
certain parasites the EU) Q-2009-00509 (in progress).

EFSA ZOONOSES Rabies and Q fever in the EU — harmonisation of monitoring and reporting
(Mandate proposed by EFSA to the Unit on Zoonoses Data Collection for a self-task on
harmonisation of monitoring and reporting of rabies and Q fever in the EU) Q-2009-00511 (in
progress).

EFSA ZOONOSES Issuing guidance on harmonised survey methods for food-borne pathogens in
foods in the EU (Mandate proposed by EFSA to the Unit on Zoonoses Data Collection for a self-task
on issuing guidance on harmonised survey methods for food-borne pathogens in foods in the EU) Q-
2009-00512 (in progress).
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2.3.4. Use of confidential data

EU
EFSA

EFSA MB (2005) Decision of the Management Board of the European Food Safety Authority
concerning implementing measures of transparency and confidentiality requirements. MB 10.03.2005
-10

http://www.efsa.europa.eu/en/keydocs/doc/mb_transparency_confidentiality requirements1.0.pdf

EFSA SC (2006) Transparency in risk assessment carried out by EFSA: Guidance Document on
procedural aspects. Endorsed 11/04/2006 by the Scientific Committee. The EFSA Journal (2006) 353,
1-16.

http://www.efsa.europa.eu/en/scdocs/scdoc/353.htm

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific Aspects of Risk
Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April 2009. The EFSA
Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm
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2.3.5. Data storage, validation and retrieval

EU
EFSA

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm

EFSA GMO (2008) Safety and nutritional assessment of GM plants and derived food

and feed: The role of animal feeding trials. Adopted by the Scientific Panel on Genetically Modified
Organisms on 12 September 2007. Food and Chemical Toxicology 46 S2-S70.
http://www.efsa.europa.eu/EFSA/DocumentSet/gmo_report_feedingtrials.pdf

International

FDA (2001) Guidance for Industry (2001) Impurities: residual solvents in new veterinary medicinal
products, active substances and excipiens (VICH GL18).
http://www.fda.gov/downloads/AnimalVeterinary/GuidanceComplianceEnforcement/GuidanceforIndu
stry/UCM052441.pdf

OECD (2003) Report of the OECD/FAO Zoning Project. Series on pesticides no. 19. Registration and
Work Sharing. ENV/IM/MONO(2003)4.

http://www.olis.oecd.org/olis/2003doc.nsf/ ENGDIRCORPLOOK/NT00000AFA/SFILE/JT00144443.
PDF

WHO GEMS FOOD (2004) Chemical contaminants in food.
http://www.who.int/foodsafety/publications/chem/en/gemsmanual.pdf

WHO GEMS FOOD (2003) Regional per Capita Consumption of Raw and Semi-processed
Agricultural Commodities
http://www.who.int/foodsafety/chem/gems_regional diet.pdf

EFSA Journal 2010;8(3):1518 60



~.efsam

ropean Foud Slety Authoity Inventory of guidance on test methodologies

2.3.6.  Missing information, assumptions and default values

EU
EFSA

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm

EFSA AHAW (2009) Good Practice in Conducting Scientific Assessments in animal health using
modelling. The EFSA Journal (2009) 1419, 1-38.
http://www.efsa.europa.eu/en/scdocs/scdoc/1419.htm

EFSA AHAW - Risk Assessment Guidelines for Animal Welfare Q-2007-168 (in progress)

Member States

UK CSL (2007) Comparative review of risk terminology
http://ec.europa.eu/health/ph_risk/documents/risk_rd01_en.pdf

EFSA Journal 2010;8(3):1518 61



efsam

.
European Food Safety Authorty Inventory of guidance on test methodologies

2.3.7. Results, discussion, summary and conclusions
EU
EFSA

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051.htm

EFSA AHAW (2009) Good Practice in Conducting Scientific Assessments in animal health using
modelling. The EFSA Journal (2009) 1419, 1-38.
http://www.efsa.europa.eu/en/scdocs/scdoc/1419.htm

EFSA AHAW - Risk Assessment Guidelines for Animal Welfare Q-2007-168 (in progress)
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2.3.8.  Test procedures
Physical-chemical and analytical methods

EU

European Commission

EC (2009) COMMISSION REGULATION (EC) No 761/2009 amending, for the purpose of its
adaptation to technical progress, Regulation (EC) No 440/2008 laying down test methods pursuant to
Regulation (EC) No 1907/2006 of the EP and of the Council on the REACH.
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=0J:1.:2009:220:0001:0094:EN:PDF

EC (2008) Regulation 440/2008 laying down test methods pursuant to Regulation (EC) No 1907/2006
of the European Parliament and of the Council on the Registration, Evaluation, Authorisation and
Restriction of Chemicals (REACH). ANNEX A.

http://eur-
lex.europa.ecu/JOIndex.do?year=2008 &serie=L &textfield2=142&Submit=Search& submit=Search&i

hmlang=en

EC DG SANCO (1999) Guidance for generating and reporting methods of analysis in support

of pre-registration data requirements for Annex II (part A, Section 4) and Annex III (part A, Section 5)
of Directive 91/414. SANCO/3029/99 rev.4.
http://ec.europa.cu/food/plant/protection/evaluation/guidance/wrkdoc12_en.pdf

EC DG SANCO (1999) Technical Material and Preparations: Guidance for generating and reporting
methods of analysis in support of pre- and post-registration data requirements for Annex II (part A,
Section 4) and Annex III (part A, Section 5) of Directive 91/414. SANCO/3030/99 rev.4.
http://ec.europa.eu/food/plant/protection/evaluation/guidance/wrkdoc13_en.pdf

Member States
FR AFSSA (2005) Guide for analytical validation of screening methods. Rev. 3
UK HSE (2002) Guidelines for validation of analytical methods for non-agricultural pesticide active

ingredients and products.
http://www.hse.gov.uk/biocides/copr/pdfs/validation.pdf

Others

EURACHEM (1998) The Fitness for Purpose of Analytical Methods — A Laboratory Guide to
Method Validation and Related Topics.
http://www.eurachem.org/guides/valid.pdf

International

ASTM Method E1518 — 05 Standard Practice for Evaluation of Physical Compatibility of Pesticides
in Aqueous Tank Mixtures by the Dynamic Shaker Method.
http://www.astm.org/Standards/E1518.htm
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CIPAC Guidelines on method validation to be performed in support of analytical methods for
agrochemical formulations. 3807
http://www.cipac.org/document/Guidance%20Documents/validat.pdf

CIPAC MT methods — Handbook F, G, H, I, L, M.
http://www.cipac.org/cipacpub.htm

CIPAC (1989) Guidelines for Collaborative Study Procedures for Assessment of Performance
of Analytical Methods. 3092
http://www.cipac.org/document/Guidance%20Documents/study.pdf

CIPAC (2009) CIPAC Guideline for analytical methods for the determination of relevant impurities
referred to in FAO and/or WHO specifications for pesticide technical grade active ingredients and
formulations.
http://www.cipac.org/document/Guidance%20Documents/CIPAC_Guideline%20Relevant%20impurit
ies June%202009.pdf

FAO (1998) Validation of analytical methods for food control. Joint FAO/IAEA Expert Consultation,
2-4 December 1997, Vienna.
ftp://ftp.fao.org/docrep/fao/007/w8420e/w8420e00.pdf

IUPAC (2002) Harmonized guidelines for single-laboratory validation of methods of analysis
(IUPAC Technical Report). Pure Appl. Chem. Vol 74, no 5, pp 835-855.
http://www.iupac.org/publications/pac/2002/pdt/7405x0835.pdf

OECD (1981) Guideline for testing of chemicals — UV-VIS Absorbtion Spectra”. Guideline no. 101.
http://puck.sourceoecd.org/vl=2213543/cl=15/nw=1/rpsv/ij/oecdjournals/1607310x/vInl/s1/pl

OECD (1995) Melting Point/ Melting Range. Guideline for testing of chemicals no. 102.
http://lysander.sourceoecd.org/vlI=3126670/cl=18/nw=1/rpsv/ij/oecdjournals/1607310x/vinl/s2/p1

OECD (1995) Boiling Point. Guideline for testing of chemicals no. 103.
http://lysander.sourceoecd.org/vl=3126670/cl=18/nw=1/rpsv/ij/oecdjournals/1607310x/vInl/s3/p1

OECD (1995) Water solubility. Guideline for testing of chemicals no. 105.
http://lysander.sourceoecd.org/vlI=3126670/cl=18/nw=1/rpsv/ij/oecdjournals/1607310x/vInl/s5/p1

OECD (1995) Guideline for the testing of chemicals — Partition Coefficient (n-octanol/water): Shake
Flask Method no. 107.
http://oberon.sourceoecd.org/vI=14180271/cl=15/nw=1/rpsv/ij/oecdjournals/1607310x/vinl/s7/p1

OECD (1995) Guideline for the testing of chemicals — Partition Coefficient (n-octanol/water), High
Performance Liquid Chromatography (HPLC) method. No. 117.
http://oberon.sourceoecd.org/vlI=14180271/cl=15/nw=1/rpsv/ij/oecdjournals/1607310x/vinl/s17/p1l

OECD (2000) Adsorbtion — Desorbtion using batch equilibrium method. Guideline for testing of
chemicals no. 106.
http://lysander.sourceoecd.org/vl=3314861/cl=31/nw=1/rpsv/ij/oecdjournals/1607310x/vInl/s6/p1

OECD (2001) Estimation of the Adsorption Coefficient (Koc ) on Soil and on Sewage Sludge using
High Performance Liquid Chromatography (HPLC). Guideline no. 121.
http://titania.sourceoecd.org/vlI=9391147/cl=32/nw=1/rpsv/cgi-
bin/fulltextew.pl?prpsv=/ij/oecdjournals/1607310x/vInl/s21/pl.idx
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OECD (2004) Hydrolysis as a Function of pH. Guideline for testing of chemicals no. 111.
http://puck.sourceoecd.org/vl=5915439/cl=18/nw=1/rpsv/ij/oecdjournals/1607310x/vinl/s11/pl

OECD (2004) Dissociation Constants in Water. Guideline for testing of chemicals no. 112.
http://puck.sourceoecd.org/vl=5915439/cl=18/nw=1/rpsv/ij/oecdjournals/1607310x/vinl/s12/pl

OECD (2004) Ready Biodegradability. Guideline for testing of chemicals no. 301.
http://puck.sourceoecd.org/vI=5915439/cl=18/nw=1/rpsv/ij/oecdjournals/1607310x/vIn3/s2/p1

OECD (2006) Guideline for the testing of chemicals — Vapour Pressure. Guideline no. 104.
http://oberon.sourceoecd.org/vI=13889543/cl=12/nw=1/rpsv/ij/oecdjournals/1607310x/vInl/s4/p1

OECD (2006) Guideline for the testing of chemicals — Partition Coefficient (1-Octanol/Water): Slow-
Stirring Method no. 123.
http://oberon.sourceoecd.org/vi=13889543/cl=12/nw=1/rpsv/ij/oecdjournals/1607310x/vinl/s22/pl

OECD (2006) Ready Biodegradability — CO2 in sealed vessels (Headspace Test). Guideline for testing
of chemicals no. 310.
http://masetto.sourceoecd.org/vI=9736247/cl=26/nw=1/rpsv/ij/oecdjournals/1607310x/v1n3/s13/pl

OECD (2006) Anaerobic Biodegradability of Organic Compounds in Digested Sludge: by
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EFSA Journal 2010;8(3):1518 69



~.efsam

European Food Safety Authorty Inventory of guidance on test methodologies
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http://titania.sourceoecd.org/vI=711723/cl=42/nw=1/rpsv/ij/oecdjournals/1607310x/vin4/s11/pl

OECD (1981) Repeated Dose Inhalation Toxicity: 28-day or 14-day Study. Guideline for testing of
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OECD (1981) Carcinogenicity Studies. Guideline for testing of chemicals no. 451.
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http://lysander.sourceoecd.org/vI=3570671/cl=28/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s45/pl

OECD (1986) Genetic Toxicology: DNA Damage and Repair, Unscheduled DNA Synthesis in
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http://puck.sourceoecd.org/vI=3523450/cl=14/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s47/p1
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http://puck.sourceoecd.org/vl=752533/cl=34/nw=1/rpsv/ij/oecdjournals/1607310x/vIn2/s4/p1
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http://oberon.sourceoecd.org/vI=8400669/cl=19/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s22/p1

OECD (1997) Report of the Final Ring Test of the Daphnia magna Reproduction Test. Guideline on
testing and assessment no. 6.
http://www.olis.oecd.org/olis/1997doc.nsf/Link To/ocde-gd(97)19

OECD (1997) Report of the OECD Workshop on Sharing Information about New Industrial
Chemicals Assessment. Guideline on testing and assessment no. 8.
http://puck.sourceoecd.org/vI=752533/cl=34/nw=1/rpsv/ij/oecdjournals/1607310x/vIinS5/s7/p1l

OECD (1997) Neurotoxicity Study in Rodents. Guideline on testing and assessment no. 424.
http://puck.sourceoecd.org/vlI=2905185/cl=33/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s24/p1
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no. 473.
http://lysander.sourceoecd.org/vi=1681503/cl=45/nw=1/rpsv/ij/oecdjournals/1607310x/vIn4/s38/p1
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OECD (1997) Mammalian Erythrocyte Micronucleus Test. Guideline for testing of chemicals no. 474.
http://puck.sourceoecd.org/vl=1152040/cl=16/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s39/p1
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OECD (1999) Environmental Exposure Assessment Strategies for Existing Industrial Chemicals in
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http://puck.sourceoecd.org/vl=752533/cl=34/nw=1/rpsv/ij/oecdjournals/1607310x/vIn5/s16/pl

OECD (2000) Fish, Juvenile Growth Test. Guideline on testing of chemicals no. 215.
http://puck.sourceoecd.org/vl=752533/cl=34/nw=1/rpsv/ij/oecdjournals/1607310x/vIn2/s16/pl

OECD (2000) Acute Oral Toxicity — Fixed Dose Procedure. Guideline for testing of chemicals no.
420.
http://oberon.sourceoecd.org/vl=8400669/cl=19/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s20/p1

OECD (2001) Prenatal Development Toxicity Study. Guideline for testing of chemicals no. 414.
http://oberon.sourceoecd.org/vl=8400669/cl=19/nw=1/rpsv/ij/oecdjournals/1607310x/v1nd/s14/p1
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OECD (2007) Developmental Neurotoxicity Study. Guideline for testing of chemicals no. 426.
http://lysander.sourceoecd.org/vI=720131/cl=39/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s26/p1

OECD (2007) Uterotrophic Bioassay in Rodents: A short-term screening test for oestrogenic
properties. Guideline for testing of chemicals no. 440.
http://lysander.sourceoecd.org/vI=720131/cl=39/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s34/p1

OECD (2007) Draft Proposal for a new guideline 487: In vitro Mammalian cell micronucleus test
(Mnvit). Guideline for testing of chemicals no. 487.
http://www.oecd.org/document/55/0,3343,en_2649 34377 2349687 1 1 1 1,00.html

OECD (2007) Draft proposal for a new guideline 223 — Avian Acute Oral Toxicity Test. Guideline on
testing of chemicals no. 223.
http://www.oecd.org/dataoecd/58/15/38390360.pdf

OECD (2008) Daphnia magna Reproduction Test. Guideline on testing of chemicals no. 211.
http://puck.sourceoecd.org/vI=752533/cl=34/nw=1/rpsv/ij/oecdjournals/1607310x/vIin2/s12/p1

OECD (2008) Predatory mite (Hypoaspis (Geolaelaps) aculeifer) reproduction test in soil. Guideline
on testing of chemicals no. 226.
http://lysander.sourceoecd.org/vI=720131/cl=39/nw=1/rpsv/ij/oecdjournals/1607310x/v1n2/s26/p1

OECD (2008) Simulation Tests to Assess the Biodegradability of Chemicals Discharged in
Wastewater. Guideline for testing of chemicals no. 314
http://masetto.sourceoecd.org/vI=9736247/cl=26/nw=1/rpsv/ij/oecdjournals/1607310x/vIn3/s17/p1

OECD (2008) Bioaccumulation in Sediment-dwelling Benthic Oligochaetes. Guideline for testing of
chemicals no. 315.
http://masetto.sourceoecd.org/vI=9736247/cl=26/nw=1/rpsv/ij/oecdjournals/1607310x/vIn3/s18/p1

OECD (2008) Phototransformation of Chemicals in Water — Direct Photolysis. Guideline for testing of
chemicals no. 316.
http://masetto.sourceoecd.org/vI=9736247/cl=26/nw=1/rpsv/ij/oecdjournals/1607310x/vIn3/s19/p1

OECD (2008) Repeated Dose 28-day Oral Toxicity Study in Rodents. Guideline for testing of
chemicals no. 407.
http://lysander.sourceoecd.org/vl=720131/cl=39/nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s8/p1

OECD (2008) Draft Guidance Document on Acute Inhalation Toxicity Testing. Series on testing and
assessment no. 39.
http://www.oecd.org/dataoecd/54/24/41761788.pdf

OECD (2008) Acute Inhalation Toxicity. Guideline for testing of chemicals no. 403.
http://www.oecd.org/dataoecd/54/55/41761261.pdf
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OECD (2008) Acute Toxic class (ATC) Method. Draft proposal for new guidance Guideline for testing
of chemicals no. 436.
http://www.oecd.org/dataoecd/54/11/41761436.pdf

OECD (2009) Stably transfected human estrogen receptor-a transcriptional activation assay for
detection of estrogenic agonist-activity of chemicals. Guideline for testing of chemicals no. 455.
http://lysander.sourceoecd.org/vi=2500293/cl=38/nw=1/rpsv/ij/oecdjournals/1607310x/vIn4/s58/p1

OECD (2009) Hershberger Bioassay in Rats: A Short-term Screening Assay for (Anti)Androgenic
Properties. Guideline for the testing of chemicals n°441. Adopted 7 September 2009.
http://oberon.sourceoecd.org/vi=16205518/cl=28/ nw=1/rpsv/ij/oecdjournals/1607310x/v1n4/s56/pl

OECD (2009) Fish short term reproduction assay. Guideline for testing of chemicals no. 2XX. (in
progress)

OECD (2009) The 21-day fish screening assay: a short term screening for oestrognic and androgenic
activitiy and aromatase inhibition. Guideline for testing of chemicals no. 2XX. (in progress)

OECD (2009) The Amphibian metamorphosis assay. Guideline for testing of chemicals no. 2XX. (in
progress)

OECD (2009-10) Draft Guidance Document for the Hershberger bioassay — weanling model. (in
progress)

OECD (2009-10) The 21 —day androgenised female stickleback endocrine screening assay. (in
progress)

OECD (2009-10) Draft H295R Test Guideline to detect chemicals affecting steroidogenesis. (in
progress)

OECD (2009-2010) Generic draft Test guideline for stably transfected transcriptional activation in
vitro assay to detect the oestrogenic agonist activity of chemicals. (in progress)

OECD (2009-2010) Generic draft Test guideline for stably transfected transcriptional activation in
vitro assay to detect the oestrogenic agonist activity of chemicals. (in progress)

OECD (2009-2010) In Vitro Skin Irritation: Reconstructed Human Epidermis (RhE) Test Method. (in
progress)

OECD (2009-2010) Draft guidance document on using cytotoxicity tests to estimate starting doses for
acute oral systemica toxicity. (in progress)

WHO (1990) Principles for the toxicological assessment of pesticide residues in food. Env. Health
Criteria no. 104.
http://www.inchem.org/documents/ehc/ehc/ehc104.htm

WHO IPCS (2007) Mutagenicity testing for chemical risk assessment.
http://www.who.int/ipcs/methods/harmonization/areas/mutagenicity testing draft.pdf
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2.4. Public consultation

EU

EFSA

EFSA (2009) EFSA’s approach on Public Consultations on scientific outputs.
http://www.efsa.europa.ew/EFSA/AboutEfsa/efsa_locale-managementdocuments.htm,
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2.5. Adopting opinions (including diverging opinions, and updating opinions)
EU
EFSA

EFSA SC (2006) Transparency in risk assessment carried out by EFSA: Guidance Document on
procedural aspects. Endorsed 11/04/2006 by the Scientific Committee. The EFSA Journal (2006) 353,
1-16.

http://www.efsa.europa.eu/en/scdocs/scdoc/353.htm

EFSA SC (2009) Opinion of the Scientific Committee — Transparency in Risk Assessment — Scientific
aspects. Guidance of the Scientific Committee on Transparency in the Scientific

Aspects of Risk Assessments carried out by EFSA. Part 2: General Principles. Adopted on 7 April
2009. The EFSA Journal (2009) 1051, 1-22.

http://www.efsa.europa.eu/en/scdocs/scdoc/1051 . htm

EFSA AHAW (2009) Good Practice in Conducting Scientific Assessments in animal health using
modelling. The EFSA Journal (2009) 1419, 1-38.
http://www.efsa.europa.eu/en/scdocs/scdoc/1419.htm
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2.6. Communication of Risk Assessment work and results

EU

European Commission

EC DG SANCO C1 (2000) First report on the harmonisation of risk assessment procedures.
http://ec.europa.eu/food/fs/sc/ssc/out83 en.pdf

EFSA

EFSA SC (2004) Guidance of the Scientific Committee on a request from EFSA related to
uncertainties in dietary exposure assessment. Adopted 14/12/2006. The EFSA Journal (2006) 438: 1-
54

http://www.efsa.europa.eu/en/scdocs/scdoc/438.htm
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3. Quality Assurance

3.1. Selection of experts

EU

European Commission

EC DG SANCO (2006) Quality control procedures for pesticide residues analysis.
http://ec.europa.eu/food/plant/resources/qualcontrol en.pdf

EFSA

EFSA MB (2007) EFSA policy on declaration of interests. MB 11.09.07 — 5.2.
http://www.efsa.europa.eu/en/doi/doc/doipol.pdf

EFSA ED (2009) Implementing act to the policy on Declaration of interests — Guidance document on
declarations of interest.
http://www.efsa.europa.eu/en/doi/doc/doiguide.pdf

EFSA ED (2009) Implementing act to the policy on Declaration of interests — Procedure for
identifying and handling potential conflicts of interest.
http://www.efsa.europa.eu/en/doi/doc/doiconflict.pdf

EFSA ED (2009) Decision of the Executive Director concerning the selection of members of the
Scientific Committee, Scientific Panels and external experts to assist EFSA with its scientific work.
http://www.efsa.europa.eu/en/keydocs/doc/selectionofexperts_decision_signed.0.pdf
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3.2. Establishing a Working Group and organising a meeting
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3.3. Archiving procedure
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3.4. Quiality assurance of scientific output

EU
European Commission
EC DG SANCO (2009) Method validation and quality control procedures for pesticide residues

analysis in food and feed. Document No. SANCO/10684/2009.
http://ec.europa.eu/food/plant/protection/resources/qualcontrol en.pdf

EC DG SANCO C1 (2003) The second report on the harmonisation of risk assessment procedures.
http://ec.europa.eu/food/fs/sc/ssc/out361_en.pdf

EFSA

EFSA SC (2007) Internal and External Review Scientific Advice by the Scientific Committee.
Adopted on 3 August 2007. The EFSA Journal (2007) 526, 1-15.
http://www.efsa.europa.eu/en/scdocs/scdoc/526.htm

EFSA GMO (2008) Safety and nutritional assessment of GM plants and derived food

and feed: The role of animal feeding trials. Adopted by the Scientific Panel on Genetically Modified
Organisms on 12 September 2007. Food and Chemical Toxicology 46 S2-S70.
http://www.efsa.europa.eu/EFSA/DocumentSet/gmo_report_feedingtrials.pdf

Member States

AT AGES (2004) Basic Principles of Quality Control of AGES.
http://www.ages.at/ages/ueber-uns/english-what-is-ages/basic-principles-of-quality-control-of-ages/

FR AFSSA (2004) Research Quality.
http://www.afssa.fr/

NL VWA (2004-2005) Regeling van een onafhankelijke uitoefening van risicobeoordeling door de
Voedsel en Waren Autoriteit (Wet onafhankelijke risicobeoordeling Voedsel en Waren Autoriteit).
http://www.st-ab.nl/wetten/1051 Wet onathankelijke risicobeoordeling_Voedsel en Waren_Autoriteit.htm

UK FSA (2004) Joint code of practice on Quality Assurance in research — update and actions.
http://www.food.gov.uk/multimedia/pdfs/jcopgaletfeb04.pdf

International

1SO 9000.
http://www.iso.org/iso/iso_catalogue/management standards/iso_9000 iso_14000.htm

ISO/IEC (2005) 17025.
http://www.iso.org/iso/iso_catalogue/catalogue tc/catalogue detail.htm?csnumber=39883

OECD (1997) Guidance Document for the Conduct of Studies of Occupational Exposure to Pesticides
DuringAgricultural Application.
http://www.olis.oecd.org/olis/1997doc.nsf/Link To/NT000029BA/$FILE/09E73637.PDF
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OECD (2000) Quality Assurance and GLP.
http://www.olis.oecd.org/olis/1999doc.nsf/Link To/NTO0000AE6/$FILE/10E91893.PDF

WHO (2000) Human exposure assessment. Environmental Health Criteria no. 214.
http://www.inchem.org/documents/ehc/ehc/ehc214.htm
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3.5. Interaction with stakeholders
EC

European Commission

EC DG SANCO C1 (2003) The second report on the harmonisation of risk assessment procedures.
http://ec.europa.eu/food/fs/sc/ssc/out361_en.pdf

EFSA
EFSA MB (2009) International activities — A strategical Approach.
http://www.efsa.europa.eu/cs/BlobServer/resource EFSA/events/mb/090129/mb090129international.p
df?ssbinary=true

EFSA SC (2006) Transparency in risk assessment carried out by EFSA: Guidance Document on
procedural aspects. Endorsed 11/04/2006 by the Scientific Committee. The EFSA Journal (2006) 353,
1-16.

http://www.efsa.europa.eu/en/scdocs/scdoc/353.htm
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GLOSSARY / ABBREVIATIONS

AFC
AFSSA
AHAW
ASTM
BIOHAZ
CAC
calEPA
CEF
CIPAC
CcocC
CSL
DATEX
DIN

EC
ECB
EFCOSUM
EFSA
EPA
EPPO
FAO
FEEDAP
GEMS
GMO
HSA
IARC
ICH
IFTS
IGHRC
ILSI
IPCS
IPPC
ISO
ISPM
IUPAC
JECFA

Additives, Flavourings, processing aids and materials in Contact with food Panel
Agence Francaise de Sécurité Sanitaire des Aliments
Animal Health and Animal Welfare Panel

American Society for Testing and Materials

Biological Hazard Panel

Codex Alimentarius Commission

California Environmental Protection Agency

Food Contact materials, Enzymes and Flavourings Panel
Collaborative International Pesticides Analytical Council
Committee on Carcinogenicity

Central Science Laboratory

Data Collection and Exposure Unit

Deutsches Institut fiir Normung eV (German Institute for Standardization)
European Council

European Chemicals Bureau

European food consumption survey method

European Food Safety Authority

Environmental Protection Agency

European and Mediterranean Plant Protection Organization
Food and Agriculture Organization

Feed Additives Panel

Graphical Exposure Modelling System

Genetically Modified Organisms Panel

Health Sciences Authority

International Agency on Research on Cancer
International conference of harmonisation

International Federation of Teratology Societies
Interdepartmental Group on Health Risk from Chemicals
International Life Science Institute

International Programme on Chemical Safety
International Plant Protection Convention

International Organization for Standardization
International Standards for Phytosanitary Measures
International Union of Pure & Applied Chemistry

Joint FAO/WHO Expert Committee on Food Additives
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JRC
MB
MRL
NDA
NZFSA
OECD
OIE
PLH
PPR
PRAPeR
RIVM

SANCO

SC

SCF

SETAC

SSC

TG

UN

WHO
ZOONOSES

Directorate General Joint Research Centre

Management Board

Maximun Residue Level

Nutrition Panel

New Zealand Food Safety Authority

Organisation for Economic Co-operation and Development
Organisation Mondiale de la Santé Animale

Plant Health Panel

Plant Protection Products Panel

Pesticides unit

Rijksinstituut voor Volksgezondheid en Milieu (National Institute for Health and
Environment)

Directorate General for Health and Consumers
Scientific Committee

Scientific Committee for Food

Society of Environmental Toxicology And Chemistry
Scientific Steering Committee

Technical Guidance

United Nations

World Health Organization

Zoonoses Data Collection Unit
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