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Please return this form at least 8 days before study starts in your centre scanned to: mailto:akowark@ukaachen.de
or by fax to: +49-241-80-3335766
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Centre #: _ _ _-_ _ _
Site Coordinating Investigator Last name:      

 FORMTEXT 
     

 FORMTEXT 
      first name:      

 FORMTEXT 
     
Institution Name:      

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     

 FORMTEXT 
     
I. Ethics Committee (EC) Approval 



Is Ethics Approval MANDATORY for this centre?   Yes  (fill in 1B) (fill in section 1A)   No 
1A) EC Submission and Approval details
Approval by Country EC         Regional EC            Local EC     
EC NAME:      
Documents submitted;

- Final Protocol (version      dated     )
Submission DATE:|__|__| - |__|__|__| -201|__| 
Approval DATE: |__|__| - |__|__|__| -201|__|
- Patient Information Sheet & Patient Informed consent (version     dated     )
Submission DATE: |__|__| - |__|__|__| -201|__| Approval DATE: |__|__| - |__|__|__| -201|__| Is Patient Consent needed in your centre according to Ethics decision? Yes  No 
If No => Exemption DATE: |__|__| - |__|__|__| -201|__|

I have attached the following documents to this coversheet:
 EC approval letter (dated and listing the documents approved) - Mandatory
Does the approval explicitly mention Patient Consent is not needed?  Yes  No 
  EC member list 
  Other EC document:       
1B) EC Notification details:

EC NAME:      
Study Protocol (version      date     ) 
Notification DATE: |__|__| - |__|__|__| -201|__| 
Acknowledgement of receipt DATE: |__|__| - |__|__|__| -201|__|
I have attached the following documents to this coversheet:
  EC acknowledgement of receipt of notification (dated and listing the documents received)
  EC exemption of Patient Informed Consent
II. Health Authority/Regulatory Authority (RA) Approval  
Is other approval also mandatory for this centre?  Yes  (fill in section 2)    No  
2) Regulatory/health Authority/other Approval details:

Approval by:   NAME:      
  Final Protocol Submission DATE: |__|__| - |__|__|__| -201|__|
  Final Protocol Approval DATE: |__|__| - |__|__|__| -201|__|
I have attached the following documents to this coversheet:
  Approval letter (dated and listing the documents approved)
  Other document:      
Total # of pages incl. attachment:       
Name:                         
Signature:                            
 Date:      
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