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Clinical Trials Information System (CTIS): Information day

Feedback on progress on CTIS and CTCG/CTAG 
guidance: Non-commercial Sponsor perspective



Our experience is based on…
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• 22 CTR trials:
–10 initial applications
–12 transitioned trials



Cover letter template
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• A high-quality cover letter will facilitate validation and assessment

• Earlier validation conclusion  shorten evaluation timelines

• 8 validation RFIs regarding cover letter



Cover letter template for initial applications
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• 1 RFI stating that information is 
missing in the cover letter
–Specific study population
–First administration in humans
–Scientific advice
–Paediatric Investigation Plan
–etc.



Cover letter template for initial applications
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• 3 RFIs regarding medical devices
–Whether any medical device is used 

in the trial
–Whether they are investigated in 

the trial
–Whether they are CE marked for 

their intended use



Cover letter template for initial applications
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• 1 RFI asking for submission of 
summary of changes or tracked 
changes version of IB

• EORTC is not a product owner
 RFIs are not necessarily specific to 
type of sponsor



Cover letter template for initial applications
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• No additional labelling is only applicable for use under authorized indication
• Waiver for labelling drugs not under authorized indication is also possible



CTCG best practice guide naming of documents
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• “CTCG accepts that the CT numbers within the documents uploaded into the 
system do not include the last 2 digits, so that they do not need to be changed for 
re-submission. In case of a decision letter, the full number including the last 2 
digits will be reflected.
If the full number is reflected in the documents and a re-submission takes place, 
there is no expectation that these numbers are immediately corrected within the 
documents during the ongoing procedure. This can be done at a later stage when 
the documentation is updated during a SM procedure.”

• 1 resubmission: 2 out of 6 MSCs requested all Part II documents to be updated 
with full incremented EU trial number



Cover letter template for transition
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• End of transition period on 30 January 2025
• 4 RFIs regarding additional statements:

–All Part I and Part II documents will be submitted with the next SM
–In line with the requirements for transition trial and with the authorisation given 

under the CTD
–Whether an additional member state procedure is planned

CTCG cover letter template for transition CTCG cover letter template for first SM after transition



IMPD-Q-only application 
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• EORTC is not a product owner
• IMPD-Q-only application is a good short-term solution
• Administrative burden of IMPD-Q-only application for product owners
• Addition of MSC(s) to sponsor trial requires a resubmission IMPD-Q-only 

application with all MSCs by product owners
• Download Part I application and send to product owner to avoid mistakes
• All IMPD-Q considerations were also included in Part I RFIs of sponsor trial
 Solution: With simplification of CTIS Sponsor Roles, CT Admin would not have 
access to IMPD-Q anymore



AxMPs
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Auxiliary Medicinal Products in Clinical Trials dated March 2024

• “Registration in CTIS is only mandatory for non-authorised AxMPs and for 
authorised AxMPs for which such modification is not covered by the marketing 
authorisation“

• 1 RFI regarding addition of authorised AxMPs in product details section of CTIS



Registration in xEVMPD

12

Guidance on the electronic submission of information on investigational medicinal products for human use in the Extended EudraVigilance 
medicinal product dictionary (XEVMPD) version 1.4 dated 4 December 2024

• Products not authorised within the EEA must be registered in xEVMPD by the 
sponsor

• A unique EU medicinal product number is attributed to the sponsor

• Timelines: almost 4 weeks to obtain EU medicinal product number

 Solution: EU medicinal product numbers not specific to sponsor



Conclusion
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• Use of CTCG templates and following CTCG guidance does not decrease number 
of RFIs

• Guidance and templates are mainly focused on product owners and not non-
commercial sponsors

• Certain processes/work around solutions (e.g. registration in xEVMPD and IMPD-
Q-only application) are an administrative burden



Take home messages
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• Continuous updates in CTIS
• Continuous updates to CTR Questions & Answers
• Continuous updates to training material
• Continuous updates to CTCG/CTAG guidance and templates
• CTIS newsflash and communication e-mails
• EMA Service Desk (Helpdesk)
• RMS and CTR national contact points



Follow us on social 
media

THANK YOU
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