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	Yes
	Not relevant
	Placed in another index*

	0.    Often revised   
       documents

	Documents from the table of content that frequently will be updated: 
0.1 Delegation- and signature list [10.1]
0.2 Training log [10.3]
0.3 Log for site file documents

	1. Quality management
	
	

	
	1.1 Approval from head of department 
	☒
	☐
	

	
	1.2 Trial specific guidelines
1.2.1 Short guideline to staff (folder)
1.2.2 Operational guideline, including local procedure about consent
1.2.3 Guideline for data entry
1.2.4 Guideline for obtaining 180-day follow-up
1.2.5 Additional documents to patient folder
	☒
	☐
	

	
	1.3 Template for protocol deviations (note to file) 
	☒
	☐
	In eCRF (or template in paper)

	
	1.4 Approved documents, forms etc. (worked out locally and signed by investigator)
	☒
	☐
	Index 0.2

	
	1.5 Other:
1.5.1 Co-enrolment (lists and form)
1.5.2 Active countries and sites per domain
1.5.3 Quarterly quality check
1.5.4 Gap-analysis
	☒
	☐
	1.5.2 Updates are available at www.incept.dk via “Who we are”. 



	2. Approval from authorities
	

	
	2.1 Report for the Application Evaluation Decision 
2.1.1 Initial application
2.1.2 Substantial and Non-substantial Modifications 
	☒
	☐
	

	
	2.2 Documentation for reporting to sponsor of serious breach, unexpected events and Urgent Safety Measure 
	☒
	☐
	

	
	2.3 Other:
	☒
	☐
	

	3. Data legislation
	
	

	
	3.1 Documentation for registration in the institution´s internal research register 
	☒
	☐
	

	
	3.2 Data processing agreements
	☒
	☐
	

	
	3.3 Other:
	☒
	☐
	



	4. Protocol, Substantial and Non-substantial Modification
	

	
	4.1 Protocols, Substantial and Non-substantial Modifications. Approved and authorised (signed and dated)
4.1.1 INCEPT
4.1.2 INCEPT-Albumin
4.1.3 INCEPT-Thromboprophylaxis
	☒
	☐
	Full and previous protocols and submitted substantial and non-substantial modifications are archived at:	Comment by Rikke Larsen: In DK:
The full protocols are archived electronically. If so, please specifically state where it can be found.
The frontpage of the protocol must be signed by sponsor and site investigator and archived in the physical site file.


	
	4.2 Protocol changes log and domain specific appendix changes log 
4.2.1 INCEPT
4.2.2 INCEPT-Albumin
4.2.3 INCEPT-Thromboprophylaxis
	☒
	☐
	

	
	4.3 Protocol deviations (notes to file)
	☒
	☐
	In eCRF (or in paper)

	
	4.4 Other:
4.4.1 National appendix
4.4.2 Substudy proposals
	☒
	☐
	

	5. Trial participants 
	

	
	5.1 Screening log of potential trial participants
	☐
	☒
	

	
	5.2 Identification log of trial participants
	☒
	☐
	In eCRF

	
	5.3 Platform: Participant information (all applied versions for INCEPT) and participant rights	Comment by Rikke Larsen: There might be national differences in how these documents is ”organized” (regarding index 5.3 and 5.4). Please adjust so it correspond to the way it is in the specific country.
	☒
	☐
	

	
	5.4 Domains: Participant information and consent form (all applied versions for every domain)
5.4.1 INCEPT-Albumin
5.4.2 INCEPT-Thromboprophylaxis
	☒
	☐
	

	
	5.5 Signed consent forms (per participant)
	☒
	☐
	In separate brief case	Comment by Rikke Larsen: Adjust if it is done differently.

	
	5.6 Participant rights
	☒
	☐
	Index 5.3

	
	5.7 Recruitment letter, advertising material etc
	☐
	☒
	

	
	5.8 Participant cards
	☐
	☒
	

	
	5.9 Diaries 
	☐
	☒
	

	
	5.10 Standard letter to trial participants  
	☐
	☒
	

	
	5.11 Questionnaires
5.11.1 EQ-5D-5L
5.11.2 MoCA
	☒
	☐
	

	
	5.12 Other:
5.12.1 Post mortem consent	Comment by Rikke Larsen: Post mortem consent:
Delete if not relevant in your country.
5.12.2 Translations to be used in [country]	Comment by Rikke Larsen: In DK:
Several translations of the Danish material are available. If translations are needed in other countries, please contact the coordinating center.
The translated material can be archived electronically, but an overview of the material needs to be part of the site file.
	☒
	☐
	

	6. Agreements on cooperation
	

	
	6.1 Sponsor and investigator (clinical trial site agreements)
	☒
	☐
	

	
	6.2 Investigator and local pharmacy
	☐
	☒
	

	
	6.3 Investigator and local laboratory
	☐
	☒
	

	
	6.4 Investigator and local departments
	☐
	☒
	

	
	6.5 Other:
6.5.1 Co-authorship
	☒
	☐
	

	7. eCRF 
	
	

	
	7.1 Copy of all eCRF-versions. eCRF-versions must be electronically filed with full trackability
	☒
	☐
	

	
	7.2 Guidelines in the use of eCRF
	☒
	☐
	In eCRF, including information text in eCRF + index 1.2.3

	
	7.3 Completed eCRFs
	☐
	☒
	

	
	7.4 Other:
7.4.1 Site user list
	☒
	☐
	Site user list is filed archived at:	Comment by Rikke Larsen: In DK:
The site user list can be archived electronically, but please specify the exact place.

	8. Electronic systems aside from eCRF
	

	
	8.1 Documentation for validation of electronic systems
	☒
	☐
	Pending automatic data capture 

	
	8.2 Documentation for validation of data transmission between local electronic systems
	☐
	☒
	

	
	8.3 Other:
	☒
	☐
	

	9. Source data
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	9.1 Source data lists 
	☒
	☐
	

	
	9.2 Source data/source documents
	☐
	☒
	

	
	9.3 Other:
	☒
	☐
	

	10. Project staff
	
	

	
	10.1 List of investigator´s delegation of tasks 
	☒
	☐
	Index 0.1

	
	10.2 Curriculum Vitae and GCP course certificates
	☒
	☐
	Electronic archived at:	Comment by Rikke Larsen: If archived electronically or elsewhere, then state where they can be found.


	
	10.3 Documentation of training
	☒
	☐
	Index 0.2

	
	10.4 Signature list 
(if not part of the delegation list)
	☐
	☒
	Part of index 10.1 and 0.1 (trial site staff)

	
	10.5 Other 
10.5.1 Educational material
	☒
	☐
	Educational material is archived at: 	Comment by Rikke Larsen: If archived electronically or elsewhere, then state where the material can be found.

	11. Trial medication
	
	

	
	11.1 Summary of Product Characteristics (SmPC) per domain
11.1.1 INCEPT-Albumin
11.1.2 INCEPT-Thromboprophylaxis
	☒
	☐
	SmPCs  are archived at:	Comment by Rikke Larsen: If archived electronically or elsewhere, then state where they can be found.

	
	11.2 Copy of labels
	☐
	☒
	

	
	11.3 Receipts of conveyance 
	☐
	☒
	

	
	11.4 Documentation for acceptance testing
	☐
	☒
	

	
	11.5 Code envelopes  
	☐
	☒
	

	
	11.6 Procedure for code violation
	☐
	☒
	

	
	11.7 Documentation for eventual unblinding
	☐
	☒
	

	
	11.8 Documentation for treatment allocation
	☒
	☐
	In eCRF

	
	11.9 Overall trial medication report
	☐
	☒
	

	
	11.10 Individual trial medication report
	☐
	☒
	

	
	11.11 Documentation for destruction of trial medication
	☐
	☒
	

	
	11.12 Temperature log for trial medication storage
	☐
	☒
	

	
	11.13 Other:
	☒
	☐
	

	12. Analyses (NA in INCEPT)
	

	
	12.1 Reference intervals for laboratory tests or other tests
	☐
	☒
	

	
	12.2 Laboratory accreditations / certifications / procedures / standards 
	☐
	☒
	

	
	12.3 Records of stored samples from trial participants
	☐
	☒
	

	
	12.4 Description of methods for non-routine analyses
	☐
	☒
	

	
	12.5 Quality safety procedures for non-routine analyses
	☐
	☒
	

	
	12.6 Documentation for quality control of non-routine analyses 
	☐
	☒
	

	
	12.7 Other: 
	☐
	☒
	

	13. 
Tests (NA in INCEPT)
	

	
	13.1 Instructions for the use of non-standardised apparatus 
	☐
	☒
	

	
	13.2 Quality safety procedure for non-standardised apparatus 
	☐
	☒
	

	
	13.3 Documentation for quality control of non-standardised apparatus 
	☐
	☒
	

	
	13.4 Other: 
	☐
	☒
	

	14. Correspondance
	
	

	
	14.1 Relevant correspondence (arranged by date)
	☒
	☐
	

	
	14.2 Relevant minutes
	☒
	☐
	

	
	14.3 News letters 
	☒
	☐
	

	
	14.4 Other: 
	☒
	☐
	

	15. Registration of serious events and reactions 

	
	15.1 SAE-SUSAR form 
	☒
	☐
	

	
	15.2 Completed SAE-SUSAR forms
	☒
	☐
	In paper

	
	15.3 Documentation for reporting SAE from investigator to sponsor 
	☒
	☐
	Index 15.2

	
	15.4 SAE log excepted from “immediately reporting”
	☐
	☒
	

	
	15.5 Annual safety reports, including SUSAR list per domain
	☒
	☐
	

	
	15.6 Safety updates from sponsor to investigator
	☒
	☐
	Index 14.1

	
	15.7 Other: 
	☒
	☐
	

	16. Financial affairs

	
	16.1 Documentation of financial agreements
16.1.1 Case money
	☒
	☐
	Index 4.1 (part of protocol and DSAs)

	
	16.2 Documentation of insurance cover
	☒
	☐
	

	
	16.3 Other:
	☒
	☐
	

	17. Monitorering 

	
	17.1 Initiation report
	☒
	☐
	

	
	17.2 Approval for trial start
	☒
	☐
	

	
	17.3 Reports from on-site monitoring
	☒
	☐
	

	
	17.4 Final monitoring report
	☒
	☐
	

	
	17.5 Other: 
	☒
	☐
	

	18. Data processing
	
	
	
	

	
	18.1 Other:
	☐
	☒
	

	19. Trial completion
	

	
	19.1 Documentation for completion of trial in CTIS
	☒
	☐
	

	
	19.2 Information to collaborators about trial completion  
	☒
	☐
	Index 14.1

	
	19.3 Summary of results
	☒
	☐
	

	
	19.4 Lay person summary of results
	☒
	☐
	

	
	19.5 Other:
	☒
	☐
	


* In this column you can write “Index #” or the precise placement (e.g. name of a certain project folder at local server)  
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