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Cover letter template package
CTCG website:
https://www.hma.eu/about-hma/working-groups/clinical-trials-coordination-group.html

• Initial application
• SM cover letter
• SM modification description
• RFI Response - List of Changes



Initial application cover letter

• Provide trial context (medical/scientific/procedural/..), highlight relevant details

• Indicate related trials/applications (e.g. MDR/IVDR, platform trial, IMPD-Q-only, 

resubmission, duplicate trials)

• Instructions (in yellow) on EU/national requirements and CTIS

• Concise overview of relevant information spread across the application

 facilitate validation and assessment
 prevent considerations/RFI



IN – general instructions/information



IN – tickboxes



IN – product information

 Concise overview of product 
information and documentation
 CTAG recommendations on AxMPs 
(Mar 2024): not required to enter 
unmodified authorised AxMPs in CTIS. 

 Optional: recommended additional 
information in Annex
 Other optional information in Annex: 
PIP and CTCG pre-CTA advice



IN – Combination trials (MDR/IVDR)

 Valuable information as Difficult situation to 
recognize 
 



Substantial Modifications

• Overview of submitted changes  CTIS currently does not 
facilitate recognizing new information/documentation

• CTIS instructions (in yellow) on uploading/changing/submitting

 Cover letter
 Modification description

 Description of changes

 Overview/list of changes



SM cover letter

Instructions on uploading:
   update button (new version)

 Description of changes

Complicated application – 
distinguish types of changes



SM modification description
 Overview/list of changes



RFI – List of Changes
 Overview of submitted changes
 Technical instructions on uploading, and submitting RFI Response 



12

Thank you for your attention!
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