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Answers to questions from the post-event survey
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Answers are shown in bold below.

1. The four common functionalities across the CTIS Sponsor and Authority workspaces are:
« Overview of Clinical Trials

Notices & Alerts

» Tasks

+ User Management

Annual Safety Reporting (ASRs)

2. How can I obtain user credentials to access CTIS?
+ By self-registering in EMA’s Account Management Portal
« By submitting a request to EMA’s Service Desk
« I do not need to apply for new credentials if I already have access to EMA systems
such as SPOR, Eudralink, EudraVigilance, etc.

3. What can Sponsor users do with the default role in CTIS?
+ Access the CTIS landing page
« Search for and view clinical trials
* View and update their personal profile
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Answers are shown in bold below.

4. A user who wants to register as an administrator will have to...
+ Self-register through the EMA Account Management portal
+ Submit specific documentation to be reviewed and validated by EMA
« Contact the Service Desk at EMA to receive a registration form by email

5. For which cases is the trial-centric approach intended?
+ For sponsor organisations with a small number of users that manage a small number
of CTs
« For sponsor organisations with a large number of users that manage many CTs
» The trial-centric approach is suitable for all sponsor organisations

6. How are access level permissions structured in CTIS?
» Horizontally. Each role has its own access level permissions which are only available for them
+ In cascade. Higher roles access level permissions also include lower roles access
levels permissions
» There is no such thing as the permissions hierarchy
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Answers are shown in bold below.

7. What can users do with the user profile functionality?
+ View and edit certain fields of their personal profile
+ Reset their password to access CTIS
* Check the roles they have been assigned in the system
« All the above
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Any questions?

Further information

CT.Sponsortraining@ema.europa.eu

Official address Domenico Scarlattilaan 6 « 1083 HS Amsterdam « The Netherlands

Telephone +31 (0)88 781 6000
Send us a question Go to www.ema.europa.eu/contact

Follow us on % @EMA_News
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