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What is IUCLID ~. efsae

International Uniform ChemicaL Information Database

What is it used for?

= JUCLID is a software application to record, store, maintain and exchange data on
intrinsic and hazard properties of chemical substances in a structured format.

= In the EU it is used in the regulatory framework of the Biocidal Products Regulation,
CLP Regulation, REACH Regulation.

= JUCLID will be used to support Plant Protection Products, active substances dossiers
(Regulation (EC) No 1107/2009) and for MRL applications (Regulation (EC) No
396/2005).

= Minimum Viable Product (MVP) under development for the submission and
management of pesticides dossiers by March 2021 in collaboration between ECHA
and EFSA.

For Whom
= Reqgulatory bodies (EU and non-EU), Industry, General public (published data)




EFSA "s current work in IUCLID relevant for

pesticide residues

European Food Safety Authority

= EFSA Technical Group on IUCLID for PESTICIDES (Nov 2019 - June 2021)

= Representatives of MSs (x7), Industry representatives (x3), ECHA
= Creation of several submission types (x8)

= EU PPP Active Substance (representative product) ‘ ] f

EU PPP Plant protection product authorisation

EU PPP Other substance for assessment

EU PPP Active substance applications (representative product)

EU PPP Other mixtures (mixture not a product, not a representative product)

As of March 2020

= EU PPP Maximum Residue Level

= EU PPP Microorganisms (representative product and product authorisation)
= EU PPP Basic substance information


http://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation

IUCLID

Submission Type: ‘ EU PPP Active substance information

1. Identity of the active substance

2. Physical and chemical properties
of the active substance

3. Further information on the active
substance

4. Analytical methods

5. Toxicological and metabolism
studies on the active substance

6. Residues in or on treated
products, food and feed

7. Fate and behaviour in the
environment

8. Ecotoxicological studies on the
active substance

10. Classification and labelling of the
active substance

11. Summary and evaluation
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Submission Type: ~ EUPPP Actve substance nformtion v

£U PPP Actve substance information

V6 Residues in or ontreated products, food and feed + New v
1, Identty of the active substance 0
611 Storage stabily of esidues + New v
2 Physicgl and chemicalproperties of e
acfve substance
¥ 6.2 Metabolism, distrbution and expression of esidues + New v
3 Eurther information on the actve
Substance
M 621(ct 661 Plants
4, Analtical methods
M 6.22(cf 62 Pouly
5. Toricological and metebolism studies on
{he active substance -
0 623(CF 6.2 Lactatingrinants
£ Residues inoron treated products, food
e 0 6.24(ct 62) Figs
7. Fate and behaviour inthe o
enironment B 625069
8. Ecotorcologcal tudes onthe
afesubstare o 6.3 Magaitudeof esidue tialsin plants + New v
10, Classificaton and abeflng o the actve
Slbsance v 04 Feeding studes + New v
1.8 1d evalual
ummery and evaluztion o 0 641 Py
0 6.42(CF 6.4) Ruminats
M 643(C1.64)Pigs

[ 644(Ct 64 Fish
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v 6.5 Effects of processing

651 Nature of the residue + New v

0 652 (cf.6.3) istbeton ofthe residue npeel and pulp

6:5.3 Magnitude ofresidues in processed commoces + New v

V6.9 Residues in rtational crops

66,1 Metabolsm i rotatonlcops + New v
D 6.2 (0163 Magrtude of esiduesinotationel rops
v 6.7(cf11)Proposed esidue defniions and marimu rescue levls

M 67.1(cf11) Poposedreside defitns
£7.2(Cf.6.9) roposed MRLS and usficaton of the acoeptabilty of thelevels
A 6.9) Proposed MRL and justficaton of the acceptabilty fo imported
products, imp. olerance
0 65t 3) Proposed safetyinenvals
Estimation of the potental and actual exposure trough det

69 + New v
and other sources

A 810 Otherstuces + New v

611 Surmmaryofinformaton n esdues i vestock and crops + New v

612 Migationof esidues o and hei behaviow onfood orfeedng stuffs~—~ + New v
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IUCLID
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= Preparation of the product dossier

p

PPP dossier is created based on a
pesticides mixture / product
dataset

v

Pesticides datasets: Pesticides dossier:

- editable - read only for submission

- prepared by the - evaluated by the RMS or EFSA
applicant - two dossier types:

- can be updated > PPP Active substance application

(representative product)
» PPP Plant protection product
authorisation



« Authenticated and hosted PPP
authorisation platform supporting

Dossier Preparation
Confidentiality Claiming

Dossier Submission and Updating
Dossier Validation

Dossier Versioning

« Reuse of datasets

« Submission support for
« New Submissions
« Renewal Submissions
« Update to ongoing authorisation

Industry
Instance X

European Food Safety Authority

Submission Module Validation Assistant




Automated Actions on Dossiers

European Food Safety Authority

 Dossier Validation

* Cross Checking with related
data

« Notifications | -
« Dossier public data readied
for publication
Assessment Tools
« Dossier dashboard
« Commenting / Annotation

« Contextual menu for
operations

Confidentiality Claim




« Accessible website hosting all public
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aspects of dossiers (dossier viewer)

Sanitised dossiers only hosted on
public instance i.e. all confidential
items are removed and a public
consumable dossier generated

Means to transfer public dossiers
between instances to support EFSA
dossier review in advance of
publication

European Food Safety Authority



IUCLID - Residue section in a.s. and mixture

dossiers

European Food Safety Authority

v I

1) Agreement on the structure of the sections

2) Check of existing OECD endpoint study records (OHTs) to
report results from individual studies for their suitability for the
residue area and highlighting for future improvements

3) Creation of endpoint summary reports for several studies and
highlighting for future adaptations.

4) Agreement to report some data as attachments for interim period
until final endpoint study and summary records will be available
(after March 2021)
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Stay connected

Subscribe to

efsa.europa.eu/en/news/newsletters
efsa.europa.eu/en/rss

Follow us on Twitter
@efsa_eu

@plants_efsa
@methods_efsa
@animals_efsa

European Food Safety Authority

Receive job alerts
careers.efsa.europa.eu - job alerts

Follow us Linked in
Linkedin.com/company/efsa


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
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
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
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

