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REGULATION (EU) 2019/1381
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(Legislative acts)
REGULATIONS

REGULATION (EU) 2019/1381 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 20 June 2019

on the transparency and sustainability of the EU risk assessment in the food chain and amending
ions (EC) No 178/2002, (EC) No 1829/2003, (EC) No 1831/2003. (EC) No 2065/2003, (EC)
No 1935/2004, (EC) No 1331/2008, (EC) No 1107/2009, (EU) 2015/2283 and Directive 2001/18/EC

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,




Timing of Transparency Regulation

European Food Safety Authority

ART Programme Implementation

Entry into application
EFSA completes all designs for

EFSA establishes the ART Programme

to drive the implementation of the organisation model and for scientific output submitted to EFSA
Transparency Regulation technology before its entry into application
I
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We are here

Publication Completion Management Board

New policies, processes, PAs, GDs
& IT are operational

The Union publishes the .
Transparency Regulation As of 1 July 2022:

New Management Board



New documents - Practical Arrangements

European Food Safety Authority

EFSA obliged by TR to develop 7 Practical Arrangements (PA):

. Access to Documents/Aarhus Regulation (Art 41)
Transparency (Art 38)
Confidentiality (Art 39)

Assessment of confidentiality on the PPP for new active substances
and renewals (revised Art 7(3) and 16 of the PPP)

5. Pre-Submission Advice (Art 32a)
6. Notification of Studies (Art 32b)
/. Public consultation (Art 32c¢)
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Update of EFSA’s guidance documents @

To align with TR

European Food Safety Authority

Agreement

with SANTE through
sectoral VC

Adoption
by Panel/EFSA's ED

Analysis

2020
EFSA’s scientific and administrative guidance documents to be updated in
the areas of:

AN N N N NI NN

FEED additives

GMO (GM Food and Feed, deliberate release directive)

Food ingredients (food additives, enzymes, flavourings, extraction solvents),

Food contact materials

Nutrition (Novel foods, Traditional foods, health claims, infant formulae, food allergens, food supplements)

Pegtitcides ()new active substances, re-evaluation of active substances, maximum residue levels, basic
substances

Biological hazards 5
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What does the Transparency Regulation change? . afsae

European Food Safety Authority

for Member
States




What does the Transparency Regulation | X
- efsam

European Food Safety Authority

change for applicants / laboratories?

Pre-submission
advice to applicants

Transparency/
Confidentiality claims

of commissioned
studies

[ Notification

For
applicants
and
laboratories

e-submission, dossier
structure (FSCAP or
IUCLID)

performed by DG SANTE in

Fact-finding missions
Laboratories (2021-2025)
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What does the Transparency Regulation o
change for Member States - efsam

European Food Safety Authority

Member of EFSA’s

Management Board / \
E-submission of applications Pooling more actively

(FSCAP or IUCLID) the best experts for

Centralised dossier EFSA’s Scientific
management Committee, Panels and

Working Groups

A 4

Assessment of
Confidentiality in case of PPP For Member
(new active substances), States

GMO directive

« D
Contributing to the
production of scientific
opinions
A\ 4

Verification of the submitted
and notified studies during
validation/admissibility

Additional tasks for Focal Points
(fit-for-purpose Art36 list, support on data

related matters, translation activities) 8
4




What does the Transparency Regulation o

change for the Commission? ~-efsam

ﬂ']der the Novel Foods

Regulation (traditional

procedure for food
additives/enzymes/
flavourings:

« Assessment of
confidentiality claims

« During validation/
admissibility checks,
verifying the match

notified commissioned
studies (in close

\

foods) and in the context of
the common authorisation

between submitted and

collaboration with EFSA)

\
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European Food Safety Authority

@ )

Adoption of a General plan on
risk communication with input
from EFSA and the MSs

AN /

For
Commission

Fact finding missions performed
by DG SANTE (2021-2025)

e-submission of
applications (FSCAP or
IUCLID) 9




What does the Transparency Regulation | S
change for citizens? - efsae
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The General Plan on
Risk Communication

[ Public Consultation

Access to documents Transparency &
/ Aarhus Regulation confidentiality




ART programme implementation Structure = “ . afsae

European Food Safety Authority

Organisational
Design (ODP)

Relationship Management (RMP)

Risk Assessment

(RAP) > Effective and efficient Risk Assessment processes

(scientific production, confidentiality assessment)

Enabling Services (ESP)
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Challenges
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European Food Safety Authority

v’ New processes
v new tools
v’ newcomers

/ Complexity of changes: \

v/ 0N hew processes
v' on new tools
v' for newcomers

High budget

Outsourcing with good quality

Tight schedule

Re-prioritisation

Structured cooperation

\|Alignment with MSs

~/
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Stay connected

European Food Safety Authority

Subscribe to Receive job alerts

efsa.europa.eu/en/news/newsletters careers.efsa.europa.eu - job alerts
efsa.europa.eu/en/rss

Follow us on Twitter Follow us Linked in
@efsa_eu Linkedin.com/company/efsa

@plants_efsa
@methods_efsa
@animals_efsa

Contact us
efsa.europa.eu/en/contact/askefsa



https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.efsa.europa.eu%2Fen%2Fcontact%2Faskefsa&data=02%7C01%7C%7Cdda0d77411614bc0ac3e08d7b14ffa95%7C406a174be31548bdaa0acdaddc44250b%7C1%7C0%7C637172829365517385&sdata=gSJxXSxDT0PSAHmVPFTwhUFw%2FAoziza8DQg167yWO1M%3D&reserved=0

