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Advantages for non-commercial sponsor
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• System has become more intuitive

• Centralized submission process

• Harmonized document templates

• Very approachable contact points



Disadvantages for non-commercial sponsor
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General set-up

• Parallel Q IMPD submission: not very practical
 → New MSC requires new initial submission for company

• Several MS continue to demand local processes not foreseen in CTR
 → Separate processes outside of CTIS 

• Variety of national templates – while CTR templates available



Disadvantages for non-commercial sponsor

5

Technical issues

• Very little flexibility in combining submissions (even if allowed by CTR)

 → When SM ongoing, NSM or USM cannot be submitted

• Several bugs regarding notifications
 → FSA or FPI is pending, while everything notified
 → Known issue regarding transitioned study notifications

Workflow in system

• Unclarity regarding follow-up of USMs/unexpected events (and other notifications)



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



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



Conclusion
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• Both advantages and disadvantages

• Advantages mainly derived from CTR

• Disadvantages mainly related to technical aspects and deviations from idea

• Some experiences from non-commercial sponsor: CTR not targeted at non-
commercial sponsors per se 



Follow us on social media

THANK YOU
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