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1S1A: STUDY OF MAPPING DATA REQUIREMENTS AND
RISK ASSESSMENT METHODOLOGIES: BACKGROUND

Piloting 1S1A: Drinking Water Directive ©ECHA
Food Contact Materials  wefsam
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Study Report:


https://efsa.onlinelibrary.wiley.com/doi/abs/10.2903/sp.efsa.2023.EN-8540

STUDY OF MAPPING DATA REQUIREMENTS

1S1A:
AND RISK ASSESSMENT METHODOLOGIES: OBJECTIVES

Report on data requirements and risk assessment methodologies applied within
the regulatory frameworks of EFSA, ECHA, EMA and the two EC Scientific

Committees (SCCS and SCHEER)
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STUDY OF MAPPING DATA REQUIREMENTS

AND RISK ASSESSMENT METHODOLOGIES: NUTSHELL

MATERIALS

METHODS

RESULTS



1S1A: STUDY OF MAPPING DATA REQUIREMENTS

AND RISK ASSESSMENT METHODOLOGIES: RESULTS

DATA: some high-level findings

- Migration rate for food contact materials defines
data requirements for toxicity

- Data for environmental fate/ecotoxicity conditioned
to phase 1 trigger values (different in feed, vet. and
human medicines)

* No data requirements for environmental fate and
ecotoxicity for food chemicals

- Data requirements exist for substance identity,
physico-chemical properties and toxicity in all areas

» Quality standards to perform the studies (GLP,
other)
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1S1A: STUDY OF MAPPING DATA REQUIREMENTS
AND RISK ASSESSMENT METHODOLOGIES: RESULTS

METHODS: some high-level findings Principal Risk Assessment Methods

v'Category 1: Risk factor = exposure / reference value
v'Category 2: Risk factor = reference value / exposure

Names of reference values -
human health

. REACH (DNEL)
- Biocides (AEL, ADI) Pesticides (AOEL, ADI)
+ Food (ADI) Feed (ADI) Vet. medicines (ADI)




1S1A:

STUDY OF MAPPING DATA REQUIREMENTS

AND RISK ASSESSMENT METHODOLOGIES: RECOMMENDATIONS

@ Terminology

@ ~pproaches to define data requirements
‘ Specific data requirements for each endpoint

‘ Testing provisions to meet a data requirement

‘ Risk Assessment definitions

@ Provisions in the hazard assessment

‘ Exposure assessment — Models and tools



1S1A: STUDY OF MAPPING DATA REQUIREMENTS AND

RISK ASSESSMENT METHODOLOGIES: PROPOSED NEXT STEP

23

- EFSA, ECHA, EMA, EC
- To analyse/validate the findings

« Draw up a list of areas where
alignment would be needed

Organisation of a workshop

« Agreement on areas where alignment
would be justified — legal texts
and/or guidance documents

Establish a roadmap with areas to be
align



3. EXAMPLE OF
COLLABORATION FOR
HARMONISATION OF
METHODOLOGIES

Bruno Dujardin




3. EXAMPLE OF COLLABORATION FOR HARMONISATION OF METHODOLOGIES
BACKGROUND & MANDATE

Dietary exposure to residues in food of animal origin

Veterinary Medicinal Total Maximum Daily Intake \
Products (VMP) (TMDI) EFSA FEEDAP Panel
identified a potential issue
for the MRL of monensin
' (s o s
Pesticide ReS|dues Intake \
requested EMA and EFSA to

harmonise methodologies
' CMDI or PRIMo depending for exposure assessment
> 4

Biocides

on the use pattern




3. EXAMPLE OF COLLABORATION FOR HARMONISATION OF METHODOLOGIES
WORKING GROUP

Expert working group (WG) on models of consumer exposure

Overall coordination

Committee for Veterinary Medicinal Products (CVMP)
Member State experts (appointed by CVMP)

Approval by CVMP

Co-chair
Technical and scientific support
Endorsement by EFSA Scientific Committee

\A/N\ Food and Agriculture DR\, World Health
r‘ E C H A %@ Organization of the T3 ? Organization

United Nations

EUROPEAM CHEMICALS AGEMCY




3. EXAMPLE OF COLLABORATION FOR HARMONISATION OF METHODOLOGIES
REPORT

Inventory of » * Exposure only Report on development of
approaches * No evaluation principles a harmonised approach to
human dietary exposure

Assessment methodologies for residues from
veterinary medicinal products, feed additives
and pesticides residues in food of animal origin

Default values
Model datasets

Comparative
assessment

5 Key dimensions

Recommendations

Preferred vs alternative



https://www.ema.europa.eu/en/documents/report/ema-efsa-report-development-harmonised-approach-human-dietary-exposure_en.pdf

3. EXAMPLE OF COLLABORATION FOR HARMONISATION OF METHODOLOGIES
LESSONS LEARNT AND FOLLOW-UP

Lessons learnt

* Risk assessment vs risk management

* One agency to take the lead

» Procedural guidance for adoption needed
 |Interoperability of IT systems

Harmonised tool for exposure assessment
DG SANTE and Member States to define requirements
 EFSA and EMA to develop a common tool
TR —l—— « Mandate currently under negotiation
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4. ARCHITECTURE
OF EFSA'S
GUIDANCE

Claudia Roncancio-Pena
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GUIDANCE DOCUMENTS IN EFSA

Total of 162 guidance in force

4 ) A

4 N
Sectoral Cross-Cutting Administrative
Guidance Guidance Guidance

Scientific
Committee

Scientific

Panels




Different requestors . Target audiences

- EC “
* EFSA - self mandates - 3

 Applicants

* Risk assessors (RAS)
 Data providers

* Both Applicants and RAs

Different outputs

Guidances,
Guidelines,

Knowledge

(explanatory) statements - Advanced knowledge

Note to the guidance - Basic knowledge

Preparation of Multiannual Work - Extensive practical knowledge
programmes and "know how"

« SC for CC guidance U
- Sectoral (not in place in all areas) 18 V



Why we need this project?

Definitions and overall mapping and Are guidance documents relevant

organisation of EFSA’s guidance in this interconnected, fast,

- @® EU/International and complex
environment?

°l. Are they implementing the 1STA
s - °s approach?

Are they able to address new

@ o Challenges? Include new scientific
developments at a pace that
allows an appropriate response in

, . o the regulatory environment?
Communication and trainings v\




OBJECTIVES OF THE PROJECT

To develop a roadmap to build a future EU Food-
Feed Safety/Risk Assessment guidance library

To develop a for sectoral guidance and
cross cutting guidance in consultation with partners

OSSOl To prepare an action plan for
Soes (pilot on the Biomarkers of effect)
0 Y




TARGET OPERATING MODEL GUIDANCE DOCUMENTS (SECTORAL

AND CC)

Processes and delivery model:
Learning from experience from different users: applicants and RA

Governance: NSRS e el (ncrease capacity building

Multiannual WPs for Enhance communication and dissemination
sectoral and CC

« Collaboration: Iegal
basis

 Prioritisation

« EU guidance

Development

Technology:
applications/integration
that enable and
automate process.

REVIEW

k/ Obsaee

El
Performance insights and data: Identify appropriate 21 w
indicators

REVISION




BUILDING THE SCIENTIFIC COMMITTEE WORKPROGRAMME

Feedback from

users on .
Guidance Consultation

Member States
European Commission

Fit for purpose
and clarity




5. DISCUSSION

All

wefsar

EUROPEAN FOOD SAFETY AUTHORITY




5. QUESTIONS - DISCUSSION

Are EFSA Guidance used by MS in national risk assessments?

Which Guidance documents do you have to support Food/Feed (or other areas) Risk assessments?

How often have you identified a discrepancy between MS Guidance and EFSA Guidance?

Would you see a benefit in having a unique EU set of Guidance documents to be used by all actors in
food/feed and cross-cutting risk assessments? If yes, which areas would be of priority?

2\



STAY CONNECTED

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss
Careers.efsa.europa.eu — job alerts

@efsa_eu @methods_efsa
@plants_efsa @animals_efsa

@one_healthenv_eu

Science on the Menu —Spotify, Apple Podcast and YouTube

Linkedin.com/company/efsa

efsa.europa.eu/en/contact/askefsa

efsa

EUROPEAN FOOD SAFETY AUTHORITY
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