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Disclaimer

The views and opinions expressed in the following PowerPoint slides are those 

of the individual presenter and should not be attributed to DIA, its directors, 

officers, employees, volunteers, members, chapters, councils, communities or 

affiliates, or any organization with which the presenter is employed or affiliated.

These PowerPoint slides are the intellectual property of the individual presenter 

and are protected under the copyright laws of the United States of America and 

other countries. Used by permission. All rights reserved. DIA and the DIA logo 

are registered trademarks or trademarks of Drug Information Association Inc. All 

other trademarks are the property of their respective owners.
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X I have no real or apparent relevant financial relationships to disclose 

I am employed by a regulatory agency, and have nothing to disclose 

Please note that DIA is not requesting a numerical amount to be entered for any disclosure, please indicate by marking the check

box, and then providing the company name only for those disclosures you may have.

Will any of the relationships reported in the chart above impact your ability to present an unbiased presentation? Yes X No 

In accordance with the ACPE requirements, if the disclosure statement is not completed or returned, participation in this activity will be refused.

Type of Financial Interest within last 12 months Name of Commercial Interest 

 Grants/Research Funding

 Stock Shareholder

 Consulting Fees

X Employee Pfizer Inc.

 Other (Receipt of Intellectual Property 

Rights/Patent Holder, Speaker’s Bureau) 

Disclosure statement
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1. User Management

2. Procedures

3. Training

4. User personas

5. Notices and alerts & RFI’s

6. Useful links
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Sponsor registration

2 roles to be requested in EMA Account Management portal

• “High-level Administrator” aka Sponsor Admin

• Marketing Authorisation Holder (MAH)

• Registration process currently under development and to be confirmed in a very near future
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Sponsor registration

Request CTIS High Level Administrator role  

Assign user roles according to your organisation and operating 
model
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https://register.ema.europa.eu/identityiq/home.html
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Ensure strong user administration process

• Who grants/revokes access ?

• How is it documented ?

• All or specific trials ?

The more granularity, the stronger the user management process 
must be 

© 2021 DIA, Inc. All rights reserved.

User Management

Page 10



Classified as public by the European Medicines Agency 

Procedures already in place ?

Needing updates ?

New procedures needed ?

Up-to-date procedures required

• Either new or updated 

Change management

© 2021 DIA, Inc. All rights reserved.

Procedures 

Page 11

SOPs

Practical Working Instructions

Role-Specific Training

Granted Access
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Train users before they access the system

Ensure appropriate training for each role

Document users’ training

Master Trainer programme and online training material (cf. Fia Westerholm)
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Structures and organisation of trials can vary widely among 
sponsors (including academia)

Creation of User Personas to provide each organisation examples 
that will help users identify the most approaching model 

EMA published this User Personas Modelling

• Thank you Sarah Scales for managing these models and making them 
available so rapidly
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https://www.ema.europa.eu/en/documents/presentation/presentation-ctis-personas-sponsor-organisation-modelling-sponsor-preparedness-s-scales_en.pdf
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https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-user-personas_en.pdf
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-user-personas_en.pdf
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Do not underestimate the monitoring of notifications and RFI’s

• Needs a proactive check from Sponsors (and MS) (no emails sent)

RFI maximum response time = 12 days

• We cannot afford to loose one day of response time 

Strong process to be in place, but also avoiding permanent check of the 
notifications system

© 2021 DIA, Inc. All rights reserved.

Notices and alerts & RFI’s

Page 15



Classified as public by the European Medicines Agency 

EMA Sponsor Handbook 

EMA Online Training Modules 

EudraLex - Volume 10 - Clinical trials guidelines

Draft - Questions and Answers Document - Regulation 
(EU) 536/2014 – Version 4.1 (September 2021)

User Personas
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https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-handbook_en.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system-ctis-online-modular-training-programme
https://ec.europa.eu/health/documents/eudralex/vol-10_en#fragment1
http://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf
https://www.ema.europa.eu/en/documents/other/clinical-trial-information-system-ctis-sponsor-user-personas_en.pdf
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