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1.  Contact list 

2.  Clinical Investigational Plan - CIP 

3.  Patient information and consent form 

4.  Signed informed consent forms 

5.  eCRF, screening instructions and login information 

6.  Serious Adverse Event reporting and Protocol Deviations 

7.  Ethics committee approval and correspondence 

8.  Medical Agency approval 

9.  Delegation and signature list, CVs 

10.  Training log 

11.  Origin of source data 

12.  Monitoring plan, visit log and reports 

13.  Agreements 

14.  Insurance statement (if required) 

15.  Correspondence 

16.  Note to file 

17.  Miscellaneous 
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