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IUCLID for regulators

This course is meant for :

- evaluators assessing pesticide dossiers under Regulation (EC) No 1107/2009
concerning the placing of plant protection products on the market and in
accordance with the new requirements of the Transparency Regulation;

- new active substances and renewals for chemicals and microorganisms, MRL
applications, and basic substance applications

Accessing EFSA Agency IUCLID

Key concepts of an IUCLID dossier

Working in IUCLID
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e Welcome to ECHA CLoud Services

a How to register to ECHA Cloud Services

° Legal Entity Management

Welcome to ECHA Cloud Services

Who are we?

ECHA Cloud Services is a secure online platform used to distribute ECHA’s IT applications into

a private cloud environment.

The service is built within ECHA’s IT infrastructure. The use of encrypted communication,
regular security audits and updates of all the components ensures that your cloud data is safe

and cannot be accessed by anyone else.

Why should you use ECHA Cloud services?



ECHA Cloud services offer you:

» Access from anywhere, anytime, to the latest release of the IUCLID application,
maintained by ECHA;

« Regular and automated data backups by ECHA,;
« Easy online collaboration;

» Responsive and 24/7 online support;



How to access ECHA Cloud Sevices

The following steps will guide you through the registration process to create an
ECHA industry account for subscription to IUCLID Cloud Services.

ECHA authority Legal Entities and accounts cannot be used to access EFSA Agency
IUCLID. They can only be used to access the ECHA secure area, e.g. biocides dossiers.



Step 1: How to register to ECHA Cloud Services
The organisation legal entity manager does the registration.

The user must complete the following steps:

1. You need to sign a confidentiality statement

2. You will receive an e-mail requesting validation of your account

3. These credentials should be used to access EFSA Agency IUCLID via ECHA cloud

services



Step 2: How to reach ECHA Cloud Services

Regulators can access the IUCLID agency using this link:

https://ecs-efsa.echa.europa.eu/cloud/home.html

Note! The connection depends on the type of VPN connection your organisation has
in place.

It might be necessary to use Cisco AnyConnect sslvpn.efsa.europa.eu before accessing
the web link.

If this is the case, see the four steps in the next section.


https://ecs-efsa.echa.europa.eu/cloud/home.html
http://sslvpn.efsa.europa.eu/

Step 3: Switching foreign entity

Q EFSA_Pilot_EFSA
(EFSA Pilot) EFSA
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I;j ECHA Submission
@ portal
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ﬁm Switch legal entity Vv
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lease.
European Food Safety Aut...
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To access EFSA Agency IUCLID, you need to switch to the European Food Safety
Authority legal entity.



Step 4: Access EFSA Agency IUCLID

dnuuuus
v

The EFSA Agency Cloud service allows EFSA
users to inspect and evaluate the respective
dossiers. Read more

Access service

Click 'Access Service' to enter the EFSA Agency IUCLID



How to connect by VPN if you don't have direct access via the
URL

Agency IUCLID is a secure instance of IUCLID hosted on ECHA cloud services.

All valid dossiers received via the Submission portal will be accessible from this

instance.



Connect via VPN

’5! Cisco AnyConnect Secure Mobility Client

Connected to sslvpn.efsa.europa.eu.

sslvpn.efsa.europa.eu

00:00:17

Open Duo/Cisco Any connect secure ... aplication
e Copy/Paste: sslvpn.efsa.europa.eu

e click Connect

Disconnect

IPv4
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Cisco




Step 2

Log in with your EFSA email address

Click Next



Enter Password and Sign in

¢ karimsikanou@efsa europa.eu

Enter password

Password

Forgotien rry password

Sign in with your arganizational account



You are connected
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Login to ECHA accounts

D

ECHA Cloud Services

Welcome to ECHA Cloud Services

Login Register
If you already have an ECHA Account, for If you do not have an ECHA Account, you can
example to access REACH-IT, please log in create one and then assign a legal entity to it.
here.

For more information please see the Q&A.

Copy link: https://ecs-efsa.echa.europa.eu/cloud/home.html

@ Login demo
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Legal Entity Management

Understanding the purpose of a Legal entity

° A Legal entity is the organisation for which the user is working. Applicants also
have legal entities and the legal entity (owner, lead applicant) for a submission
can be viewed in the dossier header.



DASHBOARD

MY ACCOUNT

@ LEGALENTITY

# General Information

E2 Contacts

L Users

Once the Legal entity has been created, it is important to maintain accurate Legal
entity information and keep them updated. It is important to remove users when
they leave the organisation or move to a role that does not require access to
pesticide dossiers.

Demo_test 0
£
ABC Germany
ENERAL INFORMATION # Edit * Export

GENERAL DETAILS

Legal Entityname  ©
ABC Germany

ECHA-495d4

D-U-N-8

VAT number

Remarks

User Management

The cloud bar (on the top of the screen) contains a menu with several functionalities,

including MANAGE ACCOUNT! This is where you can manage all information regarding your

Legal entity

account.

From here, you can add new users, edit users' account details and assign specific roles to

them.

Note: to add a user, the person must already have an ECHA account.



-rug.g .Ez.'...l..ﬁ @ Demo_test 0

ABC Germany

DASHBOARD

MXACEOUNT; LEGAL ENTITY USERS 111 Add foreign user

@ LEGALENTITY

Sorthy

o A o
#i General Information Username 1 % Search

I Contacts il i
E=conact Usemame Name Email User roles Status Actions

L Users. BPR Manager
LE Manager

Demo_test 0 PIC Manager Active (€%
REACH Manager
Submission Portal Manager

Click the link below to access the guided tutorial.

How to create users in a Legal Entity (company) as a Legal Entity Manager

Types of users

EFSA will add the MS Office 365 software package users as foreign users to the EFSA legal

entity. To do this, the following information is required:

the Legal Entity UUID of the competent authority
« the username
 asigned confidentiality statement

the role of the user

Two types of users are foreseen:

e Viewer - can view all submitted dossiers

» Evaluator - can also use the IUCLID tools such as validation assistant, compare, report
generator and annotation.


https://www.youtube.com/watch?v=yXqycrIDRY0&list=PLOPGDACSd6qxDGftn6jyCDlbxiuYS2uQ8&index=4
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Key concepts of an IUCLID dossier
e Carmen Pana

Objectives

Throughout this module, you will get familiar with the following concepts:

Welcome to IUCLID Cloud Services
IUCLID format

Key concepts of an IUCLID dossier
Dossier header

Datasets

Document types

Endpoint study records

Endpoint study summaries

Crosswalks IUCLID 6.5 EU PPP Active substance application (product) to KCA&KCP



m Crosswalks IUCLID 6.5 EU PPP Microorganisms - active substance application
(product) to KMA&KMP

@ Which are IUCLID entities?

Welcome to IUCLID Cloud Services

What is IUCLID?

IUCLID (International Uniform Chemical Information Database) is the software used to
record, store, maintain and exchange data on chemical substances' intrinsic and hazardous
properties. It is a key software application for regulatory bodies and the chemical industry

used to implement various regulatory programmes.
What is IUCLID used for?

IUCLID is built as a platform meant to provide regulatory authorities and industry with tools
to manage information on chemicals, using a common format, facilitating the reuse and

exchange of the data.

IUCLID format



« Commission Implementing Regulation (EU) 2021/428 of 10 March 2021 adopting
standard data formats for the submission of applications for the approval or the
amendment to the conditions of approval of active substances, as provided for in
Regulation (EC) No 1107/2009 of the European Parliament and of the Council (Text with
EEA relevance) http://data.europa.eu/eli/reg_impl/2021/428/0j

« Commission Implementing Regulation (EU) 2020/1740 of 20 November 2020 setting out
the provisions necessary for the implementation of the renewal procedure for active
substances, as provided for in Regulation (EC) No 1107/2009 of the European Parliament
and of the Council, and repealing Commission Implementing Regulation (EU) No
844/2012 (Text with EEA relevance) http://data.europa.eu/eli/reg impl/2020/1740/0j

« Administrative guidance on the submission of dossiers and assessment reports for the
peer-review of pesticide active substances and the maximum residue level (MRL)
application procedure https://www.efsa.europa.eu/en/supporting/pub/en-6464

« Transparency Regulation

« All pesticide dossiers will be submitted in IUCLID format starting from March 27 2021.
The relevant legislation, administrative guidance and practical arrangements can be
accessed from the links below:

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

https://www.efsa.europa.eu/en/corporate-pubs/transparency-regulation-practical-

arrangements

Important!

« Submissions must be in IUCLID format and submitted via the submission portal
o The IUCLID documents must be completed

e The attachments indicated in the manuals must be included


http://data.europa.eu/eli/reg_impl/2021/428/oj
http://data.europa.eu/eli/reg_impl/2020/1740/oj
https://www.efsa.europa.eu/en/supporting/pub/en-6464
https://www.efsa.europa.eu/en/stakeholders/transparency-regulation-implementation
https://www.efsa.europa.eu/en/corporate-pubs/transparency-regulation-practical-arrangements

Key concepts of an IUCLID dossier

1. A dossier is the complete package of evidence for an active substance submitted for
evaluation. It can contain administrative data, studies performed on the product, studies
performed on the active substance, studies performed on metabolites or impurities,

summaries and risk assessments.

2. Each data requirement can be covered by one or more IUCLID documents plus attachments

with supporting information, e.g. full study report or PRIMO excel template.

3. A dossier cannot be edited, but there are many tools available to support the assessment of
dossiers in IUCLID.

Working context

The working context defines the format for regulatory dossier submission. The table of
contents and the IUCLID documents, and the dossier header are all defined by the working

context.

. EU PPP .
EU PPP Active  \iicroorganisms - EU PPP MRL S RS
as Ubﬁggﬂfﬁ, active substance application as Ubﬁ(t:g?ig?]
PP application PP

EU PPP Microorganisms

- active substance Product (Formulation &
application

EU PPP Active
substance application

Microorganisms —
active substance
information
EU PPP Basic

substance application

Other substance for
assessment

Other substance for
assessment

Other substance for
Microorganism mixture assessment
for assessment

Other mixture for
assessment




New working context X

Select working context

Dashboard > Mixtures / Products > Clodinafop-propargyl 100 EC (TOPIK)

= @ Clodinafop renewal ACR

8079c366-37de-4fdB8-9719-83123e986535

ﬁ EU PPP Active substance application
(product)

L clodinafop-propargyl 100 EC (TOPIK) UUID: 8079¢366-37de-4fd8-9719-83123e986535

Dossier Submission Type

Selecting working context

The working context includes the Table of Contents and the IUCLID documents needed to

meet the regulatory data requirements.

Dossier header

A Dossier header is a set of fields used to store administrative information relevant to data

submission under a particular regulation.



The dossier header specifies the regulatory context and the purpose of the application.

The information from the dossier header should be used for communication about the status

of the dossier/evaluation.

The following information from the dossier header must be included in the email notification

to EFSA:

e

3oTA

cC @ d6531119-ded6-4787-8fdb-40907bb092¢1 .ecs.echa.europa.c

Dossier UUID

Dossier Submission Type

Dossier name (given by user)
Hypercare

Version
ppp 2.0

Submission Type
EU PPP Active substance application (product)

Dossier Subject

Dossier Subject
Hypercare

Active substance approval

European reference number
e3faeecl-76f5-470c-9a2¢-316345669eb5
Purpose of the application
renew

al of an active substance for use in plant protection products

Notification of studies

Pre-application identification

‘) Pre-application identifier

Dossier URL

Dossier subject/Substance name

European Reference number
Purpose of application

EFSA-2021-0000056788 Pre'appl ication IDs

11

"Pre-application ID" is shown only in case a study was pre-notified



What is a dataset?

A dataset is a collection of documents related to a particular chemical substance or grouping
of chemical substances/micro-organism. It can be of the following types: Substance,

Mixture/Product, Template.

A dataset is based on the regulatory data requirements and contains a Table of Contents so

that the relevant documents can be found and viewed.



P

v | "L Hypercare_Import&Publish

1 Identity of the plant protection
product and applicant o

2 Physical, chemical and technical

properties of the plant protection
product

3 Data on application

BEE BB

4 Further information on the plant
protection product

5 Analytical methods
6 Efficacy data

7 Toxicological studies on the plant
protection product

8 Residues in or on treated products,
food and feed

9 Fate and behaviour in the
environment

10 Ecotoxicological studies

11 Literature data and change log

12 Classification and labelling

13 Summary and evaluation

Mixture/Product dataset



A mixture/product dataset is a type of entity in ITUCLID which stores information about
the product or preparation. The table of content is defined by Regulation (EU) No 284/2013 of

1 March 2013, setting out the data requirements for plant protection products.

Either Part A or Part B depending on the working context. All studies performed using the

product/preparation as the test material should be reported in this dataset.

A mixture/product can be accessed from the Dashboard and the Main menu.

Datasets



é Aqueous extract from the germinated seeds
of sweet Lupinus albus

1 Identity of the active substancea
and applicant

<]

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 o
active substance

9 Literature data and change log

10 Classification and labelling of the
active substance

11 Summary and evaluation

Active substance dataset




The active substance dataset is a type of entity in IUCLID which stores information about
a chemical or micro-organism. The table of content is defined by Regulation (EU) No

283/2013 of 1 March 2013, setting out the data requirements for active substances.

Either Part A or Part B depending on the working context.

All studies performed using the active substance as the test material should be reported in

this dataset.

An active substance dataset can be accessed from the mixture composition document in the

mixture/product dataset.



@ Linked metabolites

& Metabolite CGA 184927 - Clodinafop-propargyl
" (isomer)

1 Identity of the substance v@

2 Physical and chemical properties of the
substance

3 Methods and precautions concerning
handling, storage, transport or fire,
procedures for destruction or
decontamination, emergency measures in
case of an accident or poisoning

4 Analytical methods

5 Toxicological and metabolism studies
on the substance

6 Residues in or on treated products, food
and feed

1
' u

7 Fate and behaviour in the environment

8 Ecotoxicological studies on the
substance

9 Literature data and change log

10 Classification and labelling of the
substance

11 Summary and evaluation

Other substance for assessment dataset



Other substance for the assessment dataset is a type of entity in IUCLID which stores
information about metabolites, toxins, relevant impurities or other substances linked to

chemical safety studies and included in the dossier.

The table of contents is a subset of the studies required for the active substance. All
studies performed using the metabolite, impurity etc. as the test material should be reported

in this dataset.

Other substance for the assessment dataset can be accessed from the mixture composition

document in the mixture/product dataset or from the metabolites information document



® RepProduct2nd i

=

e

|Z‘ 3 RepProduct2

1 Identity of the mixture @

BN  2Physical, chemical and technical 4
properties of the mixture

3 Recommended methods and
precautions, emergency measures
In the case of an accident

4 Analytical methods +

5 Toxicological studies on the mixture

6 Fate and behaviour in the +
environment

u'

n 7 Ecotoxicological studies

8 Literature data

9 Classification and labelling

+ + + +

10 Summary and evaluation

Other mixture for assessment dataset

Other mixture for assessment dataset is a type of entity in IUCLID which stores information

about other mixtures, e.g. an additional representative product.



The table of contents is a subset of the studies required for the mixture/product. All studies
performed using the mixture, which is not the main/representative product as the test

material, should be reported in this dataset.

An other mixture for assessment dataset can be accessed from the mixture composition

document in the mixture product dataset.

Document types

Fixed records —

A fixed record is created in a section where there can be only one record.

Flexible Records —

A flexible record is created in a section where there can be more than one record.

Flexible records generally contain specific information for use in risk /hazard assessment
which is not obtained from experimental studies. For example a product Use (Good
Agricultural Practice), results of a Literature Search, Measures to be taken in case of accidents.




3.1 Use of the plant protection
product (GAP) 0 +

i @ Tomatoes/SEU.001 ]

i ® Tomatoes/EU(greenhouse).002 T
i ® Pome fruit/SEU.003 o

i ® Ormamentals/SEU.004 L]

# @ Wheat/NEU/adjuvant i
example.006

i ® Tomatoes/G/drench.007 1]
i1 ® Tomatoes/G/drip.008 i}

Endpoint Study Records

i ® Tomatoes/F/trichoderma.005 ||7

® none® None  Tomatoes/EU(greenhouse).002 ®
UUID: e0e2d216-0a60-4971-84bd-5eaface7a80a
rramning GAr
Crop information

Crop / treated object
v LYPES Solanum lycopersicum (Tomato) - 0231010 (crops > LYPES Solanum lycopersicum (Tomato) - 0231010)

Genetical modification of crop

no

Crop destination(s)
v grown for harvesting fresh (3HFRED)
v grown for human consumption (3HCOND)

Authorisation zone
EU

An endpoint study record provides a template with predefined fields in which data is entered
to describe a study carried out within the subject area defined by the section's title.
All entries under the OECD (https://www.oecd.org/) harmonised templates are endpoint study

records.

3 Data on application

protection product

5 Analytical methods

1 Identity of the plant protection producte Z

4 Further information on the plant o

and applicant ® none® None  2001_Monitoring purposes_Cereal
2 Physical, chemical and technical o + UUID: 6f6e25ca-02c7-4d38-abicd-d69119181637
nggsgties of the plant protection " Administrativedata = ® none ® None

@. Endpoint

methods for post-approval control and monitoring purposes

Type of information
experimental study

e+

el Adequacy of study
| ie 20071_Monitoring purposes_Cereal ] key study
: ® 2005_Method Risk_Assessment Cereal il + Robust study summary
u 6 Efficacy data o . : Used for classification
Used for SDS
n 7 Toxicological studies on the plant 0
protection product i Study period
8 Residues in or on treated products, food 2001
and feed Reliability
[> | 9 Fate and behaviour in the environment  + 1 {reliable without restriction)

Endpoint Summaries



An endpoint summary presents the conclusion on the endpoint and key safety assessment

values derived from the submitted endpoint study records.

An endpoint summary contains links to the endpoint study records in the field Link to relevant

study records(s).

m 8.3 Effect on arthropods including |
L bees

| B 1® Effectonbees

£ @ 2015_AcuteToxicityOral_Honey|

£ @ 20713 AcuteToxicityOral_Solital

n 8.4 Effects on non-target soil meso-

macrofauna

8.5 Effects on soil nitrogen
transformation

8.6 Effects on terrestrial non-target
higher plants

8.7 Effects on other terresrial and
aquatic organisms (flora and fauna)

8.8 Effects on biological metheds fo
sewage trestment

8.9 Monitoring data

PS  9literature data and chanae loa

Description of key information

Effect observed in non-tartget pollinators
Key value for chemical safety assessment

Short-term toxicity to terrestrial/scil arthropods

+ Newitem

# Study name /t..  Animal group

i 2015_AcuteToxicityOral_Honeflisees

Endpoint study records

An endpoint study record provides a template with predefined fields where data is entered to

Test organisms... Parent / metab...

« Apis mellifera

parent

Substance

Basis for effect Dose descriptor

Clodinafop-
propargyl |
clodinafop-
propargy! | (R)-2-
[4-(5-chloro-3-
fluoro-pyridin-2-
yloxy)-pheno... |
105512-06-9

v mortality Lcs0

describe a study carried out within the subject area defined by the section's title. All entries

under the OECD harmonised templates are endpoint study records.

https://www.oecd.org/ehs/templates/



https://www.oecd.org/ehs/templates/

2 Physical, chemical and =
technical properties of the o+
plant protection product

&+

© Appearance (a1 20°C and [ ]
1013 kPs) 003

21 Appearance

B 1@ dppesacetat20Cand

|

o
o
]

161.3 kP3).001

® 2p

ace(st20'cand @
1013 kpa) 002

)

2.2 Explesive and oxidising properties
23 Flammabilty and self-heating
2.4 Acieity / akalinity and pH value +
2.5 Viscesity and surface tension

2.6 Relative density and bulk +
jerisity

Technical characteristics
ection product

® None® None  Appearance (at 20°C and 101.3 kPa).002
Administrative data ~ ® none ®
Endpoint
appearance / physical st

Type of information

Adequacy of study

Robust study summary
Used for classification
Used for SDS

Study period

Reliability

Rationale for reliability inel. deficiencies

Data waiving

pa ol
jing plant protec
h which its use i3 to be

iological
products incl
products
authort

2.10 Adherence and distribution o 4. 7

Data source

Reference
Data access

Data protection claimed

Materials and methods

Test guideline + New item

* Qualifier Guideline
Principles of method if other than guideline

GLP compliance

Other quality assurance

Test material

Test material information

Specific details on test material used for the study

Specific details on test material used for the study (confidential)

Version / remarks

General information

Endpoint study records usually consist of the data entry blocks:

‘Data source’, ‘Materials and methods’, ‘Test material’.

‘Administrative data’,



Select Literature reference x

13 results found

» Advanced search

Create new Literature referance
Create new Literature r n

Data source

Reference @

| General information

Reference Type

Data protection claimed Title*
test attach
© Title field is mandatory
Authar
Year
Bibliographic source
Testing facility
Report no
Study sponsar
Study na
Report date
Remarks
Attached documents

Attached (sanitised) documents for publication

Other study identifier(s) + Newitem

#.. Study D Remarks

'Data Source' block

To indicate literature reference under ‘Reference’, click ‘+ Select’ in the field. The ‘Select

Literature reference’ page is opened. Search for the relevant reference and then click on

the title; this will add the reference to your data source.



Data source Create new Literature reference

Reference
General information

Data access i Reference Type
19

Please select b
' Please select study report

data submitter is data owner i

other company data
data submitter has Letter of Access Title*

publication

M data no longer protected @ Title field is mandatory.
. Author review article or handbook

data published

other:
data submitter has permission to refer Year

not applicable - ‘
Bibliographic source

aiber

Testing facility
Report no.

Study sponsor
Study no.

Report date
Remarks

Attached documents

Attached (sanitised) documents for publication

Other study identifier(s) + Newitem

'Data Source' information

As a minimum, the following fields are required:
- Provide ‘Reference Type’

« Provide ‘Title’

- Provide ‘Author’

- Provide the ‘Year’ or the ‘Report date’
- If the data is from a literature source, fill in the field ‘Bibliographic source’

- If the data is from a testing laboratory, complete the field ‘Testing facility’. Provide the
full address of the testing laboratory, including the city and country. In addition, provide

either ‘Report no.’ or ‘Study no.’ and other relevant information.



- If the data is from a company, fill in the field ‘Report no.’. In addition, provide information

in the fields ‘Author’ and select in the field ‘Reference Type’ value: other company data.

In the data source block, a selection must also be made from the drop-down menu ‘Data

access’. If ‘other:’ is selected, then the adjacent field must be filled in.

Note! The critical endpoints for each data requirement should be completed in

these documents.

Overall remarks, attachments

Overall remarks

Attached background material + Newitem

# Attached document Remarks

Action

lllustration (picture/graph)

Attached (sanitised) documents for publication

‘Overall remarks, attachments’ block

Supporting material such as result level data, models and calculations, excel tools and

outputs from models should be available in the 'Attached background material' sections

Endpoint study summaries

An endpoint study summary should summarise the evaluation made on all the data entered in

the endpoint study records. An endpoint summary should focus on the most important

results and conclusions and justify certain studies' use.



Working context: EU PPP Active substance application (product) v [E] View Dossiers & Validate 2 Create dossier

S EUPPP Active subst: licatic =
2 Goraduct) e ® fione® rione Appearance (at 20°C and 101.3 kPa).003 % (o] 5] [2

& Testdemo

- Administrative data | ®
protection product and -
applicant -
= ) Link to relevant study record(s)

B 1Mentityof the plant

T|  2Physical,chemicaland @€} +
technical properties of the = Study name / type
plant protection product
[¥] 21 Appearance P+ 9
[Description of key information
© appearance @t20cand
101.3 kPa) 003
1® Appesronce @ z0Cand @
LTI, " [key value for chemical safety assessment |
® appearance (@t 20°C and
o S kes) 002 L Physical state at 20°C and 1013 hPa
Bl 225xiosveand oxidising propertes
Form
Bl 2o rammabity andselfheating
Colour
2.4 Acidity / alkalinity and pH value +
B 25 Viscosity and surface tension Colour intensity
26 Relative density and bulk ¥
Gensity — =
Additional information
Attached background material = Newitem
3 Attached document Remarks Action

Attached (sanitised) documents for publication

General information

Endpoint summaries usually consist of the data entry blocks: ‘Administrative data’, 'Link
to relevant study record(s)', ‘Description of key information’, ‘Key value for

chemical safety assessment’, and ‘Additional information’.

% EU PPP Active substance application 2
P e 2 e ® Nono® one  Appearance (at 20°C and 101.3 kPa).003 ]

v] T Testdemo 2 2
Administrative data oo N
n 1 Identity of the plant L 6
protection product and
Link to relevant study record(s)
- 2 Physical, chemical and O+

technical properties of the Study name / type
plant protection product

Appearance (at 20°C and 101.3 kPa).001 @

Test demo 763c91ea-000b-4047-92ef-2c523cTd50a0

Appearance (at 20°C and 101.3 kPa).002 &

Test deme 3020464-6014-4358-bae7-02¢84714bfde

Complete the endpoint study summary

You can fill each field using the drop-down lists with pre-selected responses, add entries to

the existing tables, or type text into the free text fields.



There is the possibility to link the summarised data to a specific endpoint study record.

Achieve this by clicking the ‘+ Select’ button and selecting the appropriate endpoint study

record from the appearing page.

Crosswalks IUCLID 6.5 EU PPP Active substance application
(product) to KCA&KCP

The Excel file provides detailed crosswalks from the EU Table of Contents

(SANCO/10181/2013) for plant protection product (PPP) dossiers to IUCLID 6.5. It includes

two spreadsheets, containing the mappings for active substance (as laid out in Commission

Regulation (EU) No 283/2013) and representative product (Commission Regulation (EU) No

284/2013):

EU_PPP_ ActiveSubstance: mapping between the "KCA'" ToC and IUCLID 6.5's working

L]
n : : : n
context "EU PPP Active substance information
. : n n 1 .
« EU_PPP_ Product: mapping between the "KCP" ToC and IUCLID 6.5's working context
n : : : n
EU PPP Active substance application (product)
CA001 D 1A Statement of the context in which the D Head DOSSIER DOSSIER EU_PPP_ACTIVE_SUBSTANCE_FOR_MIXT
ocument Stetement of the cor ossier Header posS e sugs: Z
CA002 D {8 Documentation relating to the joint D Head DOSSIER DOSSIER EU_PPP_ACTIVE_SUBSTANCE_FOR_MIXT
ocumen submission of dessiers ossier Header URES. pproval.JointAppl
FLEXIBLE_SUMMARY SummaryEvaluation_EU_PPP R
EU PPP Active substance FLEXIBLE_SUMMAR P Rep Attach
A0S Document C Existing or proposed labels application (product) 13. Summary Y SummaryEvaluation edDocument:
and evaluation EU_PPP FLEXIBLE_SUMMARY .SummaryEvaluation_EU_PPP.R
i D i Rep i TypeO|
fReport="Label"
EU PPP Active substance
CA004 Document D Uses application (product) 3 1 Use of E'A%X'ELE_RECORU-
the plant protection product (GAP)
B Di Intended uses supported in the EU for (=0 BF zio’:c(""’idi“c‘ﬁ‘;qcﬁse o FLENBLE_ RECORD.
which data have been provided the plant procection product (GAP) GAP
ca008 02 List of currently authorized uses and E:mi Ziu‘:“(';z dif"f‘;chﬂ o FLEXIBLE_RECORD.
extent of use the plant protection product (GAP) GAP
o G Intended uses supported i the EU for EEP‘?C zio’:“(';‘,’ﬁdi“c':’;‘;chﬂ o FLEXIBLE_RECORD.
iciasaleiloe prvaed) the plant protection product (GAP) &




Crosswalks IUCLID 6.5 EU PPP Microorganisms - active
substance application (product) to KMA&KMP

The Excel file provides detailed crosswalks from the EU Table of Contents
(SANCO/10181/2013) for microbial plant protection product (PPP) dossiers to IUCLID 6.5. It
includes two spreadsheets, containing the mappings for active substance (as laid out in
Commission Regulation (EU) No 283/2013) and representative product (Commission
Regulation (EU) No 284/2013):

« EU_PPP_ Micro_ ActiveSubstance: mapping between the "KMA'" ToC and IUCLID 6.5's
working context "EU PPP Microorganisms - active substance information"

« EU_PPP_Micro_ Product: mapping between the "KMP" ToC and IUCLID 6.5's working
context "EU PPP Microorganisms - active substance application (product)"

The spreadsheets map each section of the original EU ToC to:

« IUCLID section: name of the section in IUCLID where to input the corresponding
data/information

« Endpoint study record: name of the document template used to report individual studies
of the section (if exists). These usually correspond to OECD Harmonised Templates
(OHT).

« Endpoint summary: name of the document template used to report the summary
information of the studies presented in the section (if exists)

« Other IUCLID document: name of any other document template in IUCLID used to report
information of the section (if exists)

e OHT: name/id of the OECD Harmonised Template used for the endpoint study record
document (if exists)

« Additional context: full IUCLID paths indicating the section of the respective document
where information needs to be provided and/or specific values to be indicated.



Dossier File No

Description (Caddy <70 characters)

Statement of the context in which the dossier

Endpoint study record

Endpoint summa

Other IUCLID document

context

DOSSIER EU_PPP_ACTIVE_SUBSTANCE

submission of dossiers

1 Document A ) g Dossier Header DOSSIER _FOR_MIXTURES ActiveSubstanceApprova
is submitte
[ ApplicationPurpose
o ation elating o the joit DOSSIER EU_PPP_ACTIVE_SUBSTANCE
1 Document B ocumentation reiating o the joint Dossier Header DOSSIER FOR_MIXTURES ActiveSubstanceApprova

TJointApplication

1 Dogument C

Existing or proposed labels

EU PPP Microorganisms - active
substance application (product) 12
Summary and evaluation

FLEXIBLE_SUMMARY. Summar
yEvaluation_EU_PPP

FLEXIBLE_SUMMARY. SummaryEvaluation
_EU_PPP ReportsAdministrativelnfo. Report
sAdministrativelnfo AttachedDocument;
FLEXIBLE_SUMMARY SummaryEvaluation
_EU_PPP ReportsAdministrativelnfo. Report
sAdministrativelnfo TypeOfReport="Label"

1 | Document D

Uses

Intended uses supported in the EU

List of currently authorized uses and extent
of use

|EU PPP Microorganisms - active
substance application (product) 3.1
Use of the plant protection product
EU PPP Microorganisms - active
substance application (product) 3.1
Use of the plant protection product

T OO et 1S - Bt
substance application (product) 3.1
Use of the plant protection product

FLEXIBLE_RECORD.GAP

FLEXIBLE_RECORD GAP

FLEXIBLE_RECORD.GAP

1 Document G

Permission of each formulant in accordance
with EU legislation

EU PPP Microorganisms - active
substance application (product) 12
Summary and evaluation

FLEXIBLE_SUMMARY. Summar
yEvaluation_EU_PPP

FLEXIBLE_SUMMARY. SummaryEvaluation
_EU_PPP ReportsAdministrativelnfo. Report
sAdministrativelnfo. AttachedDocument:

FLEXIBLE_SUMMARY. SummaryEvaluation
_EU_PPP ReportsAdministrativelnfo. Report
SAdministrativelnfo TypeOfReport="Docume
ntation on formulants (General Information)”

Which are IUCLID entities?

In IUCLID, an Entity is usually an inventory of information linked to and reused by any

document.

Entities in ITUCLID are software objects used to store data and have a particular purpose,

depending on the type of entity.

Here is the list of reusable IUCLID entities that can be managed through the Inventory

Manager:

° Contact

° Legal entity

° Sites



° Referenced substance

° Test material

° Literature reference

J & & r) % o

Dashboard Guided dossier preparations Substances Mixture/Products Articles Categories

©° Toolbox € Inventory manager B About IUCLID
Contact About
Template Legal entity Help
Sites
Reference substance
Test material

Literature reference

REFERENCE
SUBSTANCE

CONTACTS LEGAL ENTITY SITES

Contact is an entity that is used to record the contact details of a particular person. One can
also use it to record something about a person's role in a process, such as the competent
person responsible for a safety data sheet (SDS).

Using Contacts removes the need to re-enter details where a particular person is involved
across multiple processes and Substances.

A Contact can be either edited or created from the place within a document or entity that links
to it.



Dashboard > Contacts

= Contacts [

%
» Advanced search
S Sortby  Newestfist v
Jones; Mike 5/01/2021 21:49 e
Last Name Jones First Name Mike
uuip 53aee216-6689-4607-84fb-61160c4e059
REFERENCE
CONTACTS LEGAL ENTITY SITES
SUBSTANCE

In IUCLID, a Legal entity is used to store information about a party or person involved in a
chemical substance, mixture, or product life-cycle.

Can use a Legal entity to identify the party responsible for a certain activity, such as the
manufacturing or importing of a substance.

The creation and editing of a Legal entity are done from the point where the Legal entity is
referred to in a dataset.

Dashboard > Legal entities

= |egal entities ()
a
» Advanced search
Tresuftfound Sort by Newest first v
ABC Germany y [
egal y town London egal entity cour United Kingdom of Great Britain and Northern Ireland (the) UUID ECI
REFERENCE
CONTACTS LEGAL ENTITY SITES

SUBSTANCE



An entity site is an entity used to associate a Legal or a Foreign entity, and therefore its
associated entities, with a physical location.

This can have important legal implications, especially where the country is concerned.

A Legal entity site must have a name, a value in the field Site to indicate the physical location,
and can be associated with a Legal entity.

The creation and editing of a Legal entity site are done from the point where the Legal entity
site is referred to in a dataset.

One should report each manufacturing plant's name and report address in which the plant
protection product and active substance are manufactured and reported in the Site entities.

REFERENCE
SUBSTANCE

CONTACTS LEGAL ENTITY SITES

A Reference substance is an entity used to define a particular molecular structure or narrow
range of molecular structures that may re-use the definition.
A Reference substance contains chemical identifiers and structural information.

Chemicals: Identity of the active substance — ISO common name and synonyms, Chemical name
following IUPAC and CA nomenclature, CAS Reg number EC number, molecular and structural
formula, molar massMicroorganisms: Identity of the microorganism — Name, taxonomy, species
description and strain characterisation.

Reference substances are efficient because some chemical substances frequently appear across
multiple Substances and Mixture/products. Besides, Reference substances can be shared and
exchanged among instances and users of IUCLID.



UUID: fede2639-841d-48ff-9ece-dd1ch4cecb?8

Reference substance name*
Impurity A

IUPAC name
2-(trichloromethylsulfanyl)isoindole-1,3-dione

Description

Inventory

Inventory number
EC / 205-088-6 / N-(trichlaromethylthio)phthalimide / 133-07-3 / COH4CI3NO25

No inventory information available - Justification

CAS number
133-07-3
CAS name
REFERENCE
CONTACTS LEGAL ENTITY SITES
SUBSTANCE

Test materials is an entity used to describe the material on which a physical test has been
performed.

A Test material entity can describe the composition of the batch used in a study, plus

a description of the physical form and some extra information that may be considered
confidential, such as information on impurities.

The correct use of Test material will provide the evaluator with an overview of which batches
have been used in the studies submitted in the dossier.'



UUID: ed59bdaf-644e-4384-ae0d-2a74855e14

Name*
Batch 12345

Composition

Composition + Newitem
# Type Reference substance Concentration
Impurity A | 2-
i1 impurity (trichloromethylsulfanyl)isoindole-1,3- ca. 1 mg/kg
dione | 133-07-3
‘9 Constituent Cloquintocet-mexyl | Cloquintocet-mexyl | 31 % ()
99607-70-2
Composition / purity: other information
technical grade
Other characteristics
Test material form
Details on test material
Expiry date 23/05/2020
REFERENCE
CONTACTS LEGAL ENTITY SITES
SUBSTANCE

A Literature reference is an entity that contains the bibliographic metadata and the full

report for each piece of evidence included in the dossier. If a study has been notified in the
Notification of Studies Database, it will be available in the Literature Reference 'Study ID' field.
Full study reports and published versions of the reports or citations can be accessed from the

literature reference entities.



UUID: 383bfsfd-zbcS-4bd7-9f1a-5cb3e592b780
General information
Reference Type
study report
Title®
New study with NoSID

Author
Smith. et al

Year
2020

Bibliographic source

Testing facility
My lab

Report no.
12345

Study sponsor

Study no.

Report date

Remarks

Attached documents
StudyWithNoSID.pdf

Attached (sanitised) documents for publication
SutdyWithNosID(Sanitised) pdf

Other study identifier(s) 4+ New item

2 Study ID

1 EFSA_2020_123456778

@ Key concepts of an I[UCLID dossier demo
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Lesson3o0f3

Workingin IUCLID
@ Carmen Pana

Objectives

Once completed this module, you will have a clear understanding of:

Dossier submitted

Searching for a dossier

Role and purpose of validation assistant
Annotation

Report generator

Comparison tool

Dossier admissible

Publication of the dossier

How to get more information and resolve issues



Dossier Submitted

When a valid dossier is received, you will receive this message in the designated mailbox.

Note! Copy the Dossier UUID received (highlighted below) to quickly find the related dossier
in your IUCLID using the available search by UUID functionality.

Dear recipient

A new dossier has been submitted with the following outcome: Succeeded
Submission information

Submission type: EU PPP Basic substance application

Submission date and time: 16/03/2021 10:21

Submission number: RMH301884-16

Legal entity name: Dimitroula Chemicals QA

Legal entity UUID: ECHA-0bbfd310-cd75-41ca-bal5-8cb40fd86bd6
Dossier UUID: 2bafb2b4-fdf9-4ef4-9a87-382dcc4c38b3

Active substance name: Garlic extract

EU reference number: b36040fe-576f-4055-8b85-c1522a331621

Reason for submission:

Recipients:

The dossier has been uploaded to the EFSA instance.

Click here to access the EFSA instance and view the submitted dossier.
This message was sent by ECHA Submission portal on behalf of EFSA. Please do not reply to this email.

For any reply or clarification, please contact EFSA.

Searching for a dossier






Searching for a dossier with the dossier name

v Advanced search

v Name (0] = Dashboard
¥ Substance in mixture o
1 Guided dossier
+ Select 7 E%m‘m
¥ Mixture in mixture o
Substances Articles

+ Select v 545 26
v Identifiers o ‘H,(’ Mixtures

: Tew

ol oo R o,

bl s o Dashboard » Mixures / Progucts

= | Mixtures / Products o
¥ Modification date (0] | = | .

[EEaanCed eareh
From (dd/mm/yyyy) = S—

To (dd/mm/yyyy) 3]

To search a dossier, go to the IUCLID and click on the ‘Mixtures’. This will open the
mixtures/products page, click ‘Dossiers’, and a list of your dossiers will be displayed.
Type in the name of your dossier, either partly or full name and relevant dossier(s)
will be listed. When you have located the relevant dossier, click on the dossier title to

open the ‘Dossier information’ page.

When viewing the list of dossiers in the Dashboard > Mixtures / Products, the most
recent dossier will be at the top of the list by default. 'Sort by' can be used to record
the dossiers.



Searching for a dossier with the dossier UUID

= 8.1 a0000-05e6-4193-3542- 7402 ka a1 o
asnboar

Drvenarite setongs: if newer than exiating V..

Guided dossier Import IUCLID file(s) @ ) =

|.. preparation @ Detault group access: Test Group [RANTD)[+]
" 14
Substances
' Drop e toupload o Browse
- Mixtures

To search for a dossier with the unique dossier UUID, use the ‘Search entities and
dossiers by UUID’ field in the upper right corner of the IUCLID 6 dashboard. The
dossier UUID can be obtained from the dossier header under the name of the dossier.

Role and purpose of validation assistant



é Validation assistant report

Submission checks *® Quality checks XL}

¥ Quality concerns have been d d for this substance dataset / dossier. You are advised to revise the sections corresponding to the warning messages. While the quality w
1@ warnings can be ignored. The use of this tool is without prejudice to the expert assessment carried out by the Rapporteur Member State

Section 2 Physical and chemical properties of the active substance: At least one endpeint study summary must be provided for this section.
Section 2 Physical, chemical and technical properties of the plant protection product: At least one endpoint study summary must be provided for this section.

Section 2.1 Appearance: At least one endpoint study record indicated as either a key study, weight of evidence, or data waiving must be provided for this section
fulfil the information requirement

- To indicate an endpoint study record as a key study or as part of a weight of evidence approach, select 'key study' or ‘'weight of evidence' in the ‘Adequacy of stu
and discussion for this endpoint. Other types of study summaries (e.g. supporting studies) should be filled in as much as possible.

- To indicate an endpoint study record as data waiving, make a selection in the field 'Data waiving' and provide a justification in the field ‘Justification for data wai

Section 2.1 Appearance: At least one endpoint study summary must be provided for this section.

Validation assistant applies Quality checks, Business rules and Completeness

checks

o The report lists all the errors found in the substance or dossier.

« These checks do not apply only to single documents but also check
values across documents/datasets.

o The report is also available as an Excel file.

Validation rules levels

Two levels of validation checks:



Quality Rules

Quality Rules (QLT_PPP_xxx) from number 001 to 030. These rules are Warnings
and not failuresin order not to block submissions.

« From 001 to 010 plus rule 027: rules performing checks within the endpoint study
records (e.g. guidance, reliability, endpoint etc.)

« From 011 to 020 plus rule 026: rules checking that minimum requirements per each type
of working context are fulfilled (specific per Active Subst App, MO, MRL).

o 2 rules for mixture dataset: the minimum amount of endpoint study records and
endpoint study summaries are provided;

o 2 rules for active substance: the minimum amount of endpoint study records and
endpoint study summaries are provided;

o Rule 026: rule checking that a GAP document table is provided.

« From 021 to 030 (with the exception listed above): rules checking information within
the mixture composition document and information related to the active substance
(Substance IDentity rules).



io.lut.;LluB
v
@ EU PPP Basic substance application

Dossier name (given by user)

Dossier submission remark

Basic substance approval

...............................................

et S
Scope of the applitation

first application for approval of a basic substance according to Article 23 of Regulation (EC) No 1107/2009

Purpose of the application

Contributors

Pre-application information
Pre-application identification = New item

Studies requiring NoS justification < New item

Attached information

Attachment = New item

Business Rules

Business Rules (BR__PPP_ xxx) from number 033 to 036. These rules are

Failures and must have been addressed by applicants, otherwise, the submission would have

not been accepted in the Submission portal.

These rules are in place to ensure that the European reference number in format UUID is

provided, otherwise, the dossier cannot be processed.

i . Validatedentity,: ~ TTT12
@‘4 Validation assistant report Validation time: 11/02/202119:48 & Re-validate # Edit draft dossier header EexporttoExcel | X
Validation scenario: N/A

¥ submission checks ] ® Quality checks



The results of the validation assistant can be downloaded in Excel format.

Annotation

Annotation is a type of IUCLID entity used as a container for information related to the
evaluation of data in a particular regulatory context, for example, by a regulatory body. It

allows the data to be stored in a structured manner, so it is not just an attachment.



How to create an annotation on a study



Select the document

1. Select the document, for
example an endpoint study

V' 2 Physical and chemical properties of the rep ive plant pi ion p

record which you want to
annotate and open it

¥ 2.1 Appearance

® Appearance (at 20°C and 101.3 kPa).001
Last Modified:09/12/2019 11:19

2. Click on the annotation
icon on the right side of the
bar

-] |@

Hide empty fields ® e]

3. Click on '+New’, and
then on '+New annotation’

Hide empty fields | [c] P

Annotations + New

+ New annotation




Annotation - Administrative information

# Attached justification Reason / purpose Action
Cross-reference =+ Newitem
# Reason/pur.. Related infor.. Remarks Action

Data source

Reference
Data access

Data protection claimed

a

O Annotation on Acidity / alkalinity and pH value.001

Administrative information ® None ® None

Annotation name*
Annotation on Acidity / alkalinity and pH value.001

Name of authority/organisation
EFSA
Annotation status

final

Annotation type
communication with applicant

Remarks
A literature reference with the full study report attached must be included as the datasource

Enter a name for the Annotation and the organisation carrying out the work. The

field Annotation status may be used to record whether the Annotation is still being

worked on or whether it has been finalised. An evaluation may be uploaded as an

attached file to the field Attached regulatory authorities' evaluation.




Annotation - Evaluation of information

Evaluation of information

Agreement with applicant's summary
yes

Data waiver acceptable
not applicable

Reliability
2 reliable with restrictions

Remarks
A temperature of 15°C was registered instead of 17°C as planned in the experimental
protocol. This deviation did not, in any case, influence the development and the results of
this study

Cross reference to other study

Conclusions
In conclusion, the product is not classified as an eye irritant under Regulation (EC)
1272/2008

Executive summary

Ocular examinations were performed on both right and left eyes one hour after instillation
and 24, 48 and 72 hours |ater.

The ecular reactions observed during the study were moderate and totally reversible in the
3 animals

T at the conjunctival level: moderate enanthema noted 1 hour after the test product
instillation and totally reversible between the 6th and the 7th day of the test, associated
with a slight to moderate chemosis also noted 1 hour after product instillation and totally
reversible by the 3rd day of the test.

T at the corneal level: a moderate opacity registered 24 hours after the instillation and
totally reversible between the 4th and the 5th day of the test

Annotations can be used to record the conclusions of the evaluator

FIND THE ANNOTATION ANNOTATIONS REPORT ACTIONS ON ANNOTATIONS

» Annotation can be created on the raw data (substance dataset, mixture/product dataset)
and a dossier. To open the annotation, you need to open the relevant document.

« In the main node of the navigation tree (the one with the name of the mixture) are
displayed all the annotations. You can open each annotation from the list and edit it.



[ EUPPP Active substance application
L4 (product)

UUID: b3305ab6-aboB-4129-9abC-47999;

[] ¥ wwen |
i name* Anroiat
1 Identity of the plant protection Mixture A NG tAtions;
a product and applicant o
Public name
Bl 2Physical chemical and O+ N Annotation on Detailed quantitative
technical froperties of the end qualtative nformation on the
plant protection product 1 Kii Noi composition of the plant protection
Legal entity owner ® None ® None Somcteltier
B 3Dataonapplication Chemical2020 | Rosu | Romania E
o1
[l #Furtherinformation on the plant Third party ® None @ None
protection product %
5 Analytical methods +
Other identifiers =+ Newitem
6 Efficacy data +;
Bl 7 Toxicological studies on the plant # Confidential Name type Name Country Remarks Action
protection product
8 Residues in or on treated products, r
B iy Contact persons + New tem
Role inthe supply chain @ yone ® Hone
[ 9 Fate and behaviour inthe i
SrvenR «  Manufacturer
Bl 10Ecotoxicological studies + | Importer
EJ 11 Literature data and change log Only representative
12 Classification and labelling + Dlowriatrearn; usey
13 Summary and evaluation +

Inherited templates

FIND THE ANNOTATION

ANNOTATIONS REPORT

+ New v

ACTIONS ON ANNOTATIONS

» Feature available currently for biocides dossiers will be implemented for pesticides as well

« Annotations report can be generated from the dataset (raw data) and the dossier

e PDF / RTF

Annotations Report |

Product name:
Dossier details
Submission type:
Dossier name:
Dossier creation date and time:
Dossier UUID:

Dossier is not an update

Table of Contents

1. Annotations in product ...

1. Annotations in sul

3. Annex of Information on Annotations ..........
T —

1. Annotations in product

Table 1.1, Annotations generated from a product

Annotation Name_For IUC5 599b17d5-a
219-4ce0-8a30-ale06d1f8bed/D
TUCS5-e469c59a-cbda-475{-bel0-aec11d06b8L | UUID of the
[http://iuclidé.echa.curopa.local/iuclid6-web?go|annotation: TUCS-599b17d5-a219-4ce0-8a3

Document UUID of the Biocidal Product:

to=1clid6%3A%2ZFIUCS-d19e5719-1032-4668 | 0-ale06d1{8bed
-be0d-8c25e5d0ef08%2FMIXTURE%2FIUCS- | Last updated: Oct 13, 2019 12:19:17 AM
df40462c-b02b-4591-afBe-9a02939cf4¢1%2FE | The evaluating authority: Chemicals
NDPOINT_STUDY_RECORD.AcuteToxicity (Regulation Directorate, UK agrees with the
Oral%2FIUCS-¢469c59%-cbda-475f-be00-accl |applicant’s summary

e1d06b8b] Data Waiving evaluation in the annotation
Annex IVIII requirement: Acute toxicity: oral | Data waiving evaluation according to the
Section Number: §.5.1 authority for the record: Acute toxicity:
Section Name: Acute toxicity: oral oral_waiver is:

Data Waiving info tion in di bl

Data waiving provided in the record: Acute
toxicity: oral_waiver according to the applicant

is:
other justification see ‘Remark’ Remarks:
Testing on the product/mixture does not
need fo be conducted ifi — - —- -1
data available on each of t 1 i
e o 3. Annex of Information on Annotations
of the mixture according i

down in Directive 1999/4:

1 e for
Annotation_Name_For_IUC5-599b17d5-a219-4ce0
-8a30-a0e06d118bed/0

Annotation UUID:

TUCS5-599b17d5-a219-4ce0-8a30-a0e06d18bed
Annotation status: draft




FIND THE ANNOTATION ANNOTATIONS REPORT ACTIONS ON ANNOTATIONS

« If you click on an icon with three dots next to an annotation have access to the following
options (depend on the IUCLID database you are logged in and your rights):

o Change ownership - to give the ownership of the annotation to the other user

o Share - to share an annotation with other group of users, for example, your Country
group

o Edit — to update an annotation

o Delete — to delete an annotation

Annotations 4+ New Vv
Hide empty fields | @ = . .
e Annotation on Appearance (at 20°C
mtations e v and 101.3 kPa).001
by SuperUser (ECHA) @
Last Modified:12/12/2
Annotation on earance (at 20°C . i
and 101.3 kPa)',Q(\?g'l { Ses Draft l Change ownership
by SuperUser (ECHA) —__
odified:12/12/2019 09:26 Jﬁ Share
Annotation on pesti
Annotation on pesticides dossier by SuperUser (ECHA) 4 Edit r
by SuperUser (ECHA) ses Last Modified:12/12/2
Last Modified:12/12/2019 09:25
Fina| X Delete

@ How to search a dossier, validation assistant, and annotations demo
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Report generator
The report generator extracts IUCLID data in a structured and standalone format such as:

RTF/PDF/CSV/XML/HTML.

It is based on templates (.ftl) and stylesheets (.xsl) and follows a modular approach that

allows re-usability across reports.

Available reports are progressively added to the list and updated to the latest format.



Detailed information can be found at https://iuclid6.echa.europa.eu/reports

1. How to access the Report generator

From a dataset or a dossier, select the option 'Generate report' under the '..." icon, and look

for a specific report in the list.

The report will generate in the format specified by the symbol on the left side, e.g. PDF, RTF,
CSV.

Default IUCLID reparis P
[} L]
Expon 10 |62 Biocndsl Products Regulation - Confidenbiality Report (BFR Article 66) PoF
s Eocidsl Preducts Reguistion - Confidertiabty Report (EPR Artick 68) ftF]
) Create PDF

E Biocidal Products Regulation - Confidentiolty Report (BPR Article 66) (=]
~- Generate report @ PR -
Docurnents D [0AF) RTF|

* Compare @ . - :
Documents O (GAF) - CSV (=20

® Dissemination preview =
Docurmants M (Product) - Saciion 2 (PhysChem) rTF]

Documents M (Froduct} - Secton 7 (Tox [POF|

Documents M (Product) - Section 7 (Tox) RTH

2. Available reports for pesticides

Several reports are already available for pesticides and will be expanded in the subsequent

releases of IUCLID. These appear under the “Default IUCLID reports” section and include:

« NoS Extraction Request (PDF, RTF or CSV): to be run from a mixture dossier; this report
contains a summary of all the studies included in the application together with their
Notification of Studies (NoS) IDs or justification for not providing them. Information on
GLP and testing facility is also included. Using the information in the report, you can
check against the extraction from the Notification of Studies database that EFSA will
provide to RMS/EMS.


https://iuclid6.echa.europa.eu/reports

e Documents D (GAP) (PDF, RTF, CSV): to be run from a mixture dataset or dossier, this
report contains a summary in table format of the intended (Document D1) and
authorised (Document D2) uses for each product composition of the plant protection
product.

« Documents M: to be run from a mixture dossier, Documents M reports summarise the
different sections of the pesticides dossier for the active substance and the mixture

separately. Two sections are currently available in IUCLID (4 reports):

o Physical and chemical/biological properties:

o Documents M (Active substance) — Section 2 (PhysChem), and

o Documents M (Product) — Section 2 (PhysChem)

o Toxicological studies:

o Documents M (Active substance) — Section 5 (Tox), and

o Documents M (Product) — Section 7 (Tox)

In subsequent releases of IUCLID, these reports will be expanded to include the remaining

sections, e.g. Ecotox, Residues, FATE, etc.

3. Upload your own report templates.

IUCLID allows you to upload your own report templates manually.

To do so, from the main dashboard page, click on the burger button on the top left and select

“Manage Reports”.






Dashiboard = Reports = Create report

= @ Create report

General information

Mame *

Dhescription

Jutput fide *

Templates
Miin template *
Select file

Additsonal templates

Select file

Stylesheets & Working Context
tyiesheeots
Dimane safe
-0OR -
Select fie

WWork la] Context ™

TEa5e geleT]

In the new Reports page, click on “Create new” and fill in the required sections:
e Name: enter the name of the report to be displayed in IUCLID.

o Output file: select the output format (PDF, RTF...) for the report in alignment with the
uploaded templates.



» Templates: upload your .ftl template files, i.e. one main template (mandatory) and
other additional templates (optional). These are the files that define the structure and

content of the report.

 Stylesheets: select an existing IUCLID stylesheet (default, landscape or portrait) or

upload your own .xsl file. These are the files that define the layout style of the report.

o Working context: select the context for which the report should be generated, e.g.

EU_ PPP contexts for pesticides.

Uploaded IUCLID reports ~
|_i DocumentD (GAP) |PDF]
DocumentD (GAP) [RTF]
@ DocumentD (GAP) - in CSV format [csv]
_L” Documents M [Active substance) - Section 2 (PhyaChem) [PDF]
Documents M (Active Substance) - Section 2 (PhysChem) [RTF]

The new report appears in the Report Generator under the section “Uploaded IUCLID

reports”.

The latest report templates for pesticides can be downloaded from EFSA’s publications in

Zenodo Knowledge Junction [NOTE: add a link to Zenodo when we have it]



Comparison tool

o compares two dossiers, and check for what is different or identical between:

o all dossier entities (dossier header, mixtures, substances, legal entities, reference
substances, contacts, literature references)

o all section documents (records, endpoint study records, endpoint summaries)
o fields

o attachments

« provides a comparison report in the HTML format
o all fields which are found to be different are listed

o navigation between parts of the report is straightforward



Compare two dossiers



Where to start

European Chemicals Agency

* Export to 16z

& Create PDF

al product authonisaty - Generate report

lossier

& Dissemination preview
ua

I 11m

To begin with the tool, you must have at least two dossiers to compare in your
database.

You need to open a dossier and select the option 'Compare' under '..." icon.



Dossier to be compared

Select dossier to compare X

Mixture/product name
e at least 3 characters from the "source" dossier

6results found | 7 Show only dossiers of Dissemination Substance

Substance D New Active 03/02/2021 18:07

EU PPP Active

. Dissemination . . 791894ff-01aa-4e92-
Subject name Submission type substance Dossier UUID N
Substance application (product) 96d8-cb71500102

Dossier name
L_ i Submission type B
Substance D New Active 03/02/2021 17:40
. . EU PPP Active 005785c2-8084-
Subject name gbsbs;;“;';i"m Submission type substance Dossier UUID 4f96-9c68-
application (product) b5e5345¢59b0
Substance D New Active 03/02 8
. R EU PPP Active e7edc3b7-0e7f-
Subject name gsts;;n;gitlon Submission type substance Dossier UUID 440c-8728-
application (product) 13486678451

The side window will open, and you will be able to select a dossier for comparison. By
default, you see only dossiers created based on the same product dataset.



Comparison report

5.3 - Repeated dose toxicity

O pepeatednoseToxicity. Repeated dose toxicity.001 Only in source

5.3.1 - Repeated dose toxicity: oral

® opestedboseToxicityoral Repeated dose toxicity: Different ® ;opeatednoseToxicityorsl: Repeated dose toxicity:
oral.001 —— oral.001

® pepestednoseToxicityoral: Repeated dose toxicity: oral.001

Field Source

Confidentiality
CBI
Justification

2. Repeated dose toxicity: oral > Administrative data HKAKX

Use restricted to selected regulatory programmes

The detailed results of the comparison are displayed.

Firstly, the comparison at the dossier content level, so you can see which components
of two dossiers are identical and different.

Mixtures, substances, legal entities, reference substances, contacts and literature
references are analyzed.

If there are differences, the field level analysis is displayed, as shown in the example.

@ Reports and comparison tool demo
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Dossier Subject
Dossier Subject

Active substance approval

European referens

ot applic
Rappareur Mesbes State (RMS)

com

ittty
Co-RMS
MNotification of studies

Pre applieation ubenlifetion
Studies recquiring NoS justificotion

Anached informatian
Antachment

Dossier Admissible

The RMS/EMS must notify EFSA that the application is declared admissible. The following

information from the dossier header must be included in the email notification to EFSA.



<« G | & d65311f9-ded6-4787-8fdb-40807bb092¢1 ecs.echa.eurapa.e Dossier URL

3eTA

Dossier Submission Type
Dossier name (given by user)
Hypercare
Version
ppp 2.0

Submission Type
EU PPP Active substance application (product)

Dossier Subject

Dossier Subject
Hypercare

Active substance approval

Dossier UUID

Dossier subject/Substance name

European reference number
e3faeec1-76f5-470c-9a2¢-316345669eb5

Purpose of the application

renewal of an active substance for use in plant protection products

European Reference number
Purpose of application

Notification of studies

Pre-application identification

‘) Pre-application identifier
EFSA-2021-0000056788

Pre-application IDs

Publication of the dossier



EFSA APDESK will filter the dossier and publish the dossier
Y in Public IUCLID, a standalone instance of IUCLID which
does not require an ECHA account for access

‘_ The URL of the dossier is made available on the OpenEFSA
portal

The public consultation on the dossier is performed by
| EFSA via SALESFORCE. The comments received are
provided in an excel file to RMS/EMS

OpenEFSA portal F 5 efsam

PESTICIDES MAL o Share @ Prit Question

Art 31 - Scientific and technical assistance

EFSAQ-2009-00040 | Statun: Publshed Last updated. 2202011

Subject Timeline
yoroconazole - Reveew of il existing Mills
o3
Output Published
Qutput
310532012
An Output has bean formed, press the button o Risk Assessment Deadline
soe more detobed information
03-12-2008
Mandate Accepted
Studies & Evidences | Evidences inventony | 01122008
Mandate Received
Type Name
dd | Evicter Solf Mandate




How to get more information and resolve issues

If you have any problems, send an e-mail to servicedesk@efsa.europa.eu

If you identify something that needs to be changed or improved, you can report this in the
IUCLID backlog

https://docs.google.com/spreadsheets/d/1kFkttA6rXtR2K6 LlaauHozq9BSfv6a5EgFDMi1Ggtmf
Q/edit#gid=0



mailto:servicedesk@efsa.europa.eu
https://docs.google.com/spreadsheets/d/1kFkttA6rXtR2K6LlaauHozq9BSfv6a5EgFDM1GgtmfQ/edit#gid=0

