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Transitions in Austria
Our experience so far…
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We need more from you!
There is more in front of us than behind us…
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The Austrian Agency as RMS and MSC - NCA and Ethics Committees - relies on 
sponsors following the…

 the Guidance for the Transition of clinical trials from the CTD to the CTR

 the CTCG Best Practice Guide for sponsors of multinational clinical trials

and using the 

 the Cover letter template

Follow the guidance!
Makes live easier for all of us…
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https://health.ec.europa.eu/document/download/10c83e6b-2587-420d-9204-d49c2f75f476_en?filename=transition_ct_dir-reg_guidance_en.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_03_CTCG_Best_Practice_Guide_for_sponsors.pdf
https://www.hma.eu/fileadmin/dateien/HMA_joint/00-_About_HMA/03-Working_Groups/CTCG/2024_03_CTCG_Annex_cover_letter_template_-_CTCG_Best_Practice_Guide_for_sponsors_on_transition_vs4.docx


 deficiencies in the cover letter use template and double check versions!
 documents outside the „minimum dossier“  less is more!
 inconsistencies EudraCT vs. CTIS data, especially trial sites double-check!
 documents for IMPD (mostly SmPCs) and QP declaration

 addition of MSC that did not authorise under the CTD  don‘t!!!

 updates for legal references, duration of insurance or CTP training
 AT plans downgrade to recommendation for first SM Part II 

 proof of payment or billing information  check national requirements

Validation Issues
All these issues were resolved!
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A trial can be ongoing under only one legislation – CTD or CTR.

 Sponsor should check if the trial has AT LEAST ONE SITE that will be active beyond 30 
January 2025.

 If the trial needs to transition, you need to transition ALL countries where there are
active sites AT THE TIME OF TRANSITION.

You cannot leave trial sites and countries active under the CTR while others are
transitioned to the CTR.

Even if the sponsor hopes them to be closed before 31 January 2025.

Who and what to transition?
Just for clarification…
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The transition application is reviewed during
the validation phase.

All open issues have to be resolved during validation
to allow expedited Part I and Part II assessment.

Do not carry forward open issues into assessment phase!

Take-Home Message for Validation
The basis for an expedited procedure…

7



 There should be no assessment necessary. All issues need to be resolved during
validation.

 It is our goal not to have any considerations.
 So far we were successful as RMS and MSC!

Assessment
Transition is an administrative procedure!
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National decision
„Ne bis in idem“
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Our challenges - Overview
Not seeing the tree for the forest…
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Our challenges – Ethics Committee and Part II
The Austrian system of EC involvement

Task Validation Part I Part II

Circulate DAR - NCA -

Document considerations
Assess Part I NCA + EC subt. NCA + EC subt. EC (assigned)

Consolidate considerations NCA - -

Submit RFI NCA - -

Assess RFI response NCA + EC subt. - -

Submit conclusion NCA NCA EC EC (assigned)

„Assign“ function does not allow comments or change of timelines.
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 Administrative draft report
 needs to be reworked because prepopulation is inadequate

 Quality draft report
 standard text; basis for future modifications

 Conclusion draft report
 standard text; basis for future modifications

 Final assessment report without quality (mandatory)
 from DAR via redaction tool

 Final assessment report quality (mandatory)
 from DAR via redaction tool

 Placeholder for publication

Our challenges – Reports
Making the system happy!
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Transitioning a trial with reference to
an external IMPD-Q



When and how to transition the IMPD?
Guide to sponsors on requirements for updating Part I documents in line with the CTR 
at the time of the first SM Part I (draft for publication)
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At the time of transition:
 Instead of an IMPD provide a „justification for no IMPD upload“ and explain the

situation.
 Make a reference via „associated trials“, if possible at that time. 

At the time of first SM Part I:
 Make a reference via „associated trials“, if possible now.
 If not possible, then go for an „IMPD-Q-only“-application.

Transition with reference
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At the time of transition:
 Instead of an IMPD provide a „justification for no IMPD upload“ and explain the

situation.
 No IMPD-Q-only applicaten required at the time of transition!

At the time of first SM Part I:
 Perform and „IMPD-Q-only“ application according to 2.15 of Eudralex Vol. 10 Q&A.
 Legal timelines of the SM will be used for the IMPD-Q-only application.

IMPD-Q-only applications can only be done for the quality part (manufacturing CCI).
The trial sponsor needs to have full knowledge about the benefit/risk profile of the IMP 

to fulfil their legal obligations.

Transition with IMPD-Q-only
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Thank you for your attention!

Questions?
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BASG -
Austrian Federal Office for Safety in Health Care

www.basg.gv.at

Traisengasse 5
1200 Vienna

Head of Clinical Trials, Institute Surveillance

T: +43 (0) 50555 36827

stefan.strasser@ages.at

Stefan Strasser, MD
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