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Introduction

= Launch of EudraCT V9 in October 2013 and V10 in May 2014

. Initial step of a process through which summary clinical trial results will
be made publicly available through the EU Clinical Trials Register (EU
CTR)
= Clinical-trial sponsors can register on the EudraCT website to
start preparing results for registered trials

= Guidance on posting and publication of result-related
iInformation on clinical trials in relation to the implementation
http://ec.europa.eu/health/files/eudralex/vol-10/2012_ 302-
03/2012 302-03_en.pdf



http://ec.europa.eu/health/files/eudralex/vol-10/2012_302-03/2012_302-03_en.pdf
http://ec.europa.eu/health/files/eudralex/vol-10/2012_302-03/2012_302-03_en.pdf
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How to register
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Log into EudraCT website

= https://eudract.ema.europa.eu/results-web/

Eudra

European clinical trials database

Create Load
Login A

Username
Password Welcome to EudraCT

Login
EudraCT is a database of all clinical trials which commenced in the Commut

Register (only for userswho want to

provide results data) The following tasks can be performed from this page:
Create a EudraCT number
Before any functionality of EudraCT can be used for a given clinical trial, a
Protocol-related information

Sponsors can:

* Create, save XML/PDF files of clinical trial applications locally.

* Load locally saved clinical trial applications to complete, validate, cc


https://eudract.ema.europa.eu/results-web/
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Register for a EudraCT Account

EMA Account Management

Create a new EMA account Forgot your password?
Mot sure if you have an EMA account? Forgot your username?
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EMA — Self-service Registration Form

EMA - Self-service Registration Form

Submit the following form to register.

First Name *
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his is used t your username and to address you in email correspondence.

Last Name #
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his is your username and to address you in email correspondence.

Email #*

We require a valid/active email address to create an EMA Account.

Password *

=]
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151

Y
contain upper case, lower Case, numernc and specia characters.

Confirm Password #

Mobile (optional)

This is an optiona this information for security messages or alerts in relation to your account. Flease

international dialling code in front of your mobile number.

e enter a password that you want to use to access your EMA Account. The password must have at least 8 characters and must

nclude the
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Agreement with data protection statement

Data Protection Statement

Policy

DATA PROTECTION STATEMENT

Your personal data are processed in accordance with Regulation (EC) No 45/2001 on the protection of individuals with
regard to the processing of personal data by the Community institutions and bodies and on the free movement of such

data. To find out more about your rights and about how the EMA processes personal data, please check the Privacy
Statement on EMA's website.

The information we collect is used to manage direct access to EMA's systems and to verify users’ accounts. We will collect
and use personal data such as your e-mail address and phone number (if provided), to communicate any next steps or
key changes to the system. Your data will be deleted after 180 days of inactivity on our systems.

Should you wish to learn more about the way your personal data are being processed please contact AskEMA at

http://www.ema.europa.eu/ema/index.jsp?
curl=pages/about_us/landing/ask_ema_landing_page.jsp&mid=WC0b01ac05806499f0
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Self-registration security guestions

EMA - Self Registration Security Questions

Security Question 1

What is your mother's maiden name? W

Answer 1 *

Security Question 2

What is your favorite color? v

Answer 2 *

Security Question 3

What is the name of the first street vou lived on? W

Answer 3 #

Captcha Question *

What is the value of 3 + 49

Captcha Answer *

Cancel Next
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Self-registration confirmation form

EMA - Self-service Registration Confirmation Form

Your EMA Account

Your EMA username is given below. Please make a note of this as you will need it to log in to EMA applications.

Username

Your Details

First Name

Last Name
1 |

Email

Mobile (optional)

One-time Token

Please enter the value of the one-time token you have received by email in the field below.

Confirm Token *

9
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Request submitted

Your request has been submitted. You will receive an email notification containing your registration information.

Log into EudraCT website

Create Load
Login -
Username

Password

Login

Register (only for users who want to
provide results data)

10
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How to become a results user

11
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Log in and click on ‘Become a results user’

Create Load

Session Information A

Login
b2ndd6

Manage account

Logout X You can change your password for your EMA user account in the EMA user registration tool (opens in a new window).

Become a results user and request authorisation to prepare results for your organisation's clinical trials.

If you are responsible for uploading paediatric protocols, you will require the role of PIP Addressee. This can be obtained by

contacting paediatrics@ema.europa.eu.

Done

12
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Confirm terms of agreement

Create Load

Session Information -

Login
b2n4d6

Manage account
Logout 3%

Read the terms of this agreement

& | am registering with the EudraCT database as a results user, to provide clinical trial

results on behalf of the sponsor, marketing authorisation holder or PIP addressee.

L

| will use the system in accordance with Article 57(2) of Regulation (EC) No 726/2004
and Article 41(2) of Regulation (EC) No 1901/2006 and their implementing Commission
Guideline 2012/C 302/03.

| will only request assignment to trials for which | am authorised to do so by the

sponsor, marketing authorisation holder or PIP addressee.

| will not misuse the rights given to me for private or commercial purposes.

| accept the terms of this agreement

Confirm Cancel

13
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Log out and In again

Create Load

Session Information A

Login ¢ Please logout and login again for the new role to take effect.
b2n4de

Manage account

L t
oot § Welcome to EudraCT

EudraCT is a database of all clinical trials which commenced in the Community from 1 May 2004, and also includes clinical

trials linked to European paediatric drug development.
The following tasks can be performed from this page:
Create a EudraCT number

Before any functionality of EudraCT can be used for a given clinical trial, a EudraCT number must be created in order to

provide a unique reference for that trial.

14
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Click on the link ‘request assignment’

Eudra

Europeen clrcal i deabece Home Help FAQ Contact Us

Yourpage  Create Load

Session Information A

Login

perkinsd

Manage account

Logout & You currently are not assigned to any clinical trials with results in a draft state.,

If you are to be delegated responsibilities for preparing results of a trial, contact the primary user of that trialin your organisation who wil assign the trial to your

USer account.

If you want to become a primary user for a trial on behalf of your organisation, you first need to request assignment of the relevant trial to your user account.

15 How to request Trial Assignment
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Select the reguest method

Step 2: Select request method
You can request assignment to trials using either of two ways. You can either provide a signed letter from the Sponsor or you can request assignment

based on being involved in the legal process for authorisation of the trial without the need to provide further documentary evidence.
To complete the request for assignment to results using the Sponsor letter, request assignment to trials via letter.
To complete the request for assignment to results using previous involvement with the protocol,

request assignment to trials based on protocol information.

Back Cancel

16 Presentation title (to edit, click View > Header and Footer)
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Request assignment via Protocol Information

17 Presentation title (to edit, click View > Header and Footer)
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Requested method: based on protocol
Information (1)

= A user, for whom the email address was included in the CTA
submitted to the national competent authority, can request the
trial assignment by selecting the option “request assignment
based on protocol information”.

= This request will be automatically granted if the email address
of the requestor/user matches the one included in the CTA.

= This method is fast and effective and if there is a match
between the email addresses, the requestor has immediate
access to the result user interface for the trial.

18 Presentation title (to edit, click View > Header and Footer)
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Requested method: based on protocol
Information (2)

The following CTA fields are verified against the requestor emalil
during this process:

B.1.6 Sponsor Contact emalil
B.2.6 Legal Representative emalll
C.1.4.6 Request for the competent authority email

C.2.5.6 Request for the ethics committee email

19
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Requested method: based on protocol
Information — click confirm

MECUEeSsT TOr assSIgNMmMent TO Fesults UsIing previous INVOIVEMEeENT WITn Tne protoCol,

A YOO '-\.—_-\..-a-\.-la—'_—\.-\.
L L L Lo LIF

L Trials asec
LTOT 5 135

m

e
LE

Make assignment request - confirmation

The system will attempt to assign your user account to the results of the clinical
trials listed based on the protocol information.

Do you wish to proceed?

Confirm Cancel

20 Presentation title (to edit, click View > Header and Footer)
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Requested method: based on protocol
Information — outcome of assignment request

Outcome of assighment request:
We have processed your assignment request. The summary below indicates which of the trials were successfully assigned to your user account and which

assignment requests were rejected.

EudraCT number  Qutcome

2006-006100-11 | Rejected

OK

If rejected use the other request method via
letter

21 Presentation title (to edit, click View > Header and Footer)
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Request assignment via Letter

22 Presentation title (to edit, click View > Header and Footer)
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Step 1
Identify trials (up to 50)

Your page Create Load
Session Information &
Login
perkinsd
Manage account Step 1: Identify Trials
Logout
S EudraCT number [2009-013886-24 »
r 1. Enter each EudraCT number on a new line in the format xoocooo00ex: where % is a digit.
2. Only trials that appear in this box will be processed.
3. Ensure the list of EudraCT numbers in this box matches those that appear in the letter supporting the
request.
You will not be able to add more later in the process.
(max. 50 trials)
Cancel Next
23

Presentation title (to edit, click View > Header and Footer)



Step 2
Enter details of the trial (full title and name

Yourpage  Create Load

of sponsor}

Session Information =
Login

perkinsd

Manage account

Logout %

Step 2: Enter trial details

EudraCT number Fulltitle of trial Name of Sponsor organisation(s|

Arandomized, multicenter 12-Week double-blind placebe-controlled studyto #

assess the efficacy and safefy of IMP2 in Excessive Daytime Slezpiness i+~ Delete
Parkinson’s disease )

EMA trainer Ltd
2003-013886-24

=

1aie Pagelofl

Cancel Back Next

24 *If thereis a change in the sponsorship/ownership of the trial, the EMA is not involved in this process. The
new sponsor acquiring the trials have to make an agreement with the old sponsor.



Step 3
Attach letter

Yourpage  Create Load

Session Information e
Login

perkinsd

Manage account

Step 3: Attach letter
Logout %

Authorising letter

¥ Attach authorisingletter

ﬂ No attachments.

Supported file formats: PDF, BMP, IPG, GIF, PG

Maximum file siz =5 M8

FUROPEAN MEDICINES AGENCY

Checkist:

1. Ensure that all EudraCT numbers entered in this request are also mentioned in the authorising letter,

2. Ensure that all EudraCT numbers mentioned in the authorising letter are also included in this request, otherwise they will not be

tonsidered part of the request,

3. Ensure the attachment s a scanned image containing the required hand-written signature,

Back Cancel

Step 3: Attach letter

|Artach authorising letter

X Clear &
— lea
Done
Attach letter Cancel

25 Presentation title (to edit, click View > Header anc
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https://eudract.ema.europa.eu/docs/quidance/CT assignment guide.pdf

Sample letter

European Madicinas Agancy <Entity/companyname>
EudraCT registration team <DD-NMNMM-YYYY>
7 Wastferry Circus
Canary Wharf
E = London E14 4HB
BWEudra- United Kinmlom
Help
Home Results related documentation
:V;:t'i new » Clinical trial assignment réquest template letter - Template Instructions
s
I‘:h_n to EudraCT » EudraCT result related data dictionary
rll:iraPna:m EU CTR
Protocal documentation - rules for pasting result related infarmation
Results documentation » XML schemas and documentation Dear EudraCT registration desk,
Technical decurnentation
Training » Service level agreement

Multi-media tutorials - NEW

Re: EudraCT - Clinical trial assiznment request - result related information
Sponsor/NAH /PIP addressee name: <NAME of the SPONSOFR/NMNAHPIP Addressee>

Statistics o EURDIEAN MEDICINES ACENCY
HCA contacts : :

%:_"m o Acting on bahalf of ths sponsor, tha addmssaaofthas dacision on a paadiatricinvastigation plan or the

T marketing authorisation holdaer, I would like to requestassignment of the clinical trials listed below to the
following EudraCT user:
< pame and surmame> <email address>
This assignmeant will designate the useras the primary user for the listad clinical trials in regards to result
ralated information. Itwill anabls them to prepare and postrasult related information for thesa trials on
behalf of the sponsor, tha addressee of the decision ona pasdiatric invastigation plan or the marketing
authorisationholderin accordance with CommissionGuideline 2012/C 302/03 and its technical gunidance
on the format of the data fislds of resultralated information on clinical trials submitted in accordance with
article 57(2) of Regulation (EC) No 726/ 2004 and article 41(2) of Regulation (EC) No 190 12006.
Furtharmore, this assignment will anabla tha userto assign onebackup user and multipla dalegatad results
preparers and posters for sach listed trial.
List of clinical trials:

Full titla of tha trial Sponsor nama

Yours sincersly,
<signature>
<name and sumame of the parson signing the lattar>

* <title ofthe person signingthe letter>

Letter has to be prepared on the sponsor’s headed- ~ =¢lsphonenumberofthepersonsimingthe lattar>
<ea-mail address of the person signing the letter>
paper <name of the entity >
26 <addrass of tha antity>


https://eudract.ema.europa.eu/docs/guidance/CT_assignment_guide.pdf
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Request assignment — screen confirmation

Your page Create Load

Session Information 2

Login

perkinsd

Manage account Confirmation

Logout % Your request has been received and will be processed in accordance with EMA's service level agreement.

You will receive an email after your request has been processed.

Done

The service level agreement (SLA) to process requests to become primary user for results takes 25
calendar days.

27
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Facsimile automated email received once the

request Is approved
Dear Dorothy perkins,

Your request for assignment to clinical trials for the purpose of preparing and posting results has been processed.
Request mumber: perkinsd633339 Request date: 29-Oct-2013
The following trial assignment requests were approved:

o 2009-013886-24

If you have any query in relation to this matter, please contact the legal representative of the sponsor, marketing authorisation holder or PIP addressee
concerned before getting in touch with the EudraCT service desk.

Kind regards
EudraCT

Please note you cannot reply to this email.

28 >kAny technical issue with the system users can contact service desk https://servicedesk.ema.europa.eu
OB


https://servicedesk.ema.europa.eu/
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Once request approved, log into EudraCT and go to ‘Your Page’

(- @ https://eudract.ema.europa.eu/results-web

Eudra

European clinical trials database

Create Load

Login i

Username

Password Welcor

il EudraCTl

Register tria|S Iin

Climical trials that appear in the list below are those that in a draft state and assigned to you.

Draft results

EudraCT number s Version Sponsor name s Friendly description & Last saved # Status & Options
1 _ bioawailability Draft Edit | View | View assigned users
I | . | 27-5ep-2013 |
[ aaes i) 2 ich-test 26-5ep-2013 Draft Edit | View | View assigned users
I
foes s

1 25-5ep-2013 Draft Edit | view | View assigned users

1 CHE3 25-5ep-2013 Draft Edit | View | View assigned users
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Manage users

30
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Manage users

» Done at the trial level
» Performed by the sponsor via the primary user

» The primary user assigns other users (who are results users) to a
trial

= The other roles are:

* Primary user back up (can remove the primary user if needed)
= Preparer and poster

= Preparer

31

Sponsor can manage users also when the results are in a finalised
status=published
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Thank you

32
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