1.1 Subject screening log


1.2 Informed consent forms completed 		by subjects


1.3 Identification and enrollment log






1.4   Delegation log






1.5   Contact list 




1.6   CV and training




1.7   IMP

	· Shipping records for IMP

	· Drug storage documents

	· Study drug accountability records and reconciliation

	· Return of study drug and destruction note

	· Labeling documentation and expiry update

	· Certificate of analysis 






1.8   Monitoring 




1.9   Meetings and correspondence

	· Newsletters

	· Meetings incl. agenda, minutes and attendance list

	· Other correspondence 





1.10   Protocol signatures

	· Current version, signed by principal investigator (PI) (if not included in the protocol)

	· Previous protocol version signature page(s) signed by PI (if not included in the protocol or contract)






1.11   Source data list



1.12   Local Laboratory 
 
	· Reference values or ranges

	· Record of retained body fluids/tissue sampling (if any)

	· Certification, accreditation or other validation






1.13   Specify


1.14   General correspondence 


1.15   Contact list trial team


1.16   CV of study team and trial training 
   documentation


1.17   Risk assessment


1.18   Data monitoring committee / other 
	  committees if applicable


1.19 



[bookmark: _GoBack]    1.20


2.1   Protocol 

	· Protocol version tracking log

	· Current study protocol, amendment and protocol signature page

	· Previous study protocol(s), amendment(s) and protocol signature page(s)





2.2   Subject information
	 For international trial include national forms 

	· Informed consent form version tracking log

	· Current approved informed consent form (ICF)

	· Previous ICF(s)

	· Study participation cards/subject diary 




2.3   Trial procedures

	· Protocol deviation handling plan 

	· Monitoring plan

	· Laboratory procedures (sampling, labeling, storage and shipment)

	· Instructions for other technical procedures

	· Archiving procedure at the department

	· User guidelines for completion of Case Report Form (CRF) and questionnaires

	· Specify other procedure






2.4   Insurance statement(s) 
  (For Norway: LAF)


2.5   Agreements with sites and external 
  vendors (confidentiality, financial, 
  publication etc.)


2.6   Safety information

	· 
Current version of IB/SmPC

	· Previous version(s) of IB/SmPC

	· Instructions for completion of Serious Adverse Events (SAE) forms and reporting if not included in CRF/Safety Management Plan

	· Blank SAE form if not included in CRF

	· Completed SAE forms and related correspondence with sites if not included in eCRF

	· SUSAR listing

	· Annual safety reports (e.g. DSUR)





2.7   Correspondence with authorities and 
  internal approvals

	· 
Approval(s) from authorities

	· Application(s) 

	· Notifications 

	· Membership list of the independent ethics committee(s)

	· SUSAR reporting

	· Annual safety reporting

	· End of trial reporting

	· Results as entered into CTIS (Summary of results + layperson summary of results)

	· For international trials, safety specifics

	· Internal submissions/approvals






2.8   Data management, statistics and 
  results

	· 
Data management plan

	· Data management report

	· Database lock documentation

	· Other data management documentation

	· Statistical analysis plan

	· Final clinical study report and any amendments

	· Sample of CRF and questionnaires

	· Completed CRF and questionnaires

	· Protocol deviations including serious breaches





2.9   Central Laboratory 

	· Reference values or ranges
· Record of retained body fluids/tissue sampling)
· Certification, accreditation or other validation




2.10   N/A TMF TOC (number not used)


2.11   Investigational medicinal product

	· Investigational Medicinal Product (IMP) procedures (reception, handling, storage, destruction) 

	· Emergency unblinding tools 

	· Labeling documentation and expiry update

	· Master randomization list 

	· Certificate of analysis 

	· Storage, accountability and reconciliation		






3.1	  Study website and referral letters
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