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PLACE IN SITE FILE #0.2


TRAINING LOG
for site investigator

Country: DK




Trial: The Intensive Care Platform Trial (INCEPT)  
EUCT Nummer: 2024-516208-41-00
Site: [Insert department and hospital]
Site investigator: [Insert name]


Site staff group: Site investigator

Educated and trained in trial specific guidelines related to code: A, B, C, D, E




	Code A - trial specific tasks:
[bookmark: _Hlk234475484]Screen patients, evaluate in- and exclusion criteria, randomize.
Inform consenting parties and obtain consent

	[bookmark: _Hlk208578630]Guideline/document
	Version
Date of version

	Information material and consent forms 
(insert approved documents for your country)
	

	INCEPT: Information til forsøgsværge
	Version: 1.4
Date: 25-06-25

	INCEPT: Information til pårørende 
	Version: 1.4
Date: 25-06-25

	INCEPT: Information til patient
	Version: 1.4
Date: 25.06.25

	INCEPT-Albumin: Information til forsøgsværge 

	Version: 1.4
Date: 25.06.25

	INCEPT-Albumin: Information til pårørende
 
	Version: 1.4
Date: 25.06.25

	INCEPT-Albumin: Information til patient

	Version: 1.4
Date: 25.06.25

	INCEPT-Albumin: Samtykkeerklæring, forsøgsværge
	Version: 1.1
Date:07.02.25

	INCEPT-Albumin: Samtykkeerklæring, pårørende
	Version: 1.1
Date: 07.02.25

	INCEPT-Albumin: Samtykkeerklæring, patient
	Version: 1.1
Date: 07.02.25

	INCEPT-Tromboseprofylakse: Information til forsøgsværge
	Version: 1.0
Date: 25.06.25

	INCEPT-Tromboseprofylakse: Information til pårørende
	Version: 1.0
Date: 25.06.25

	INCEPT-Tromboseprofylakse: Information til patient
	Version: 1.0
Date: 25.06.25

	INCEPT-Tromboseprofylakse: Samtykkeerklæring, forsøgsværge
	Version: 1.0
Date: 25.06.25

	INCEPT-Tromboseprofylakse: Samtykkeerklæring, pårørende
	Version: 1.0
Date: 25.06.25

	INCEPT-Tromboseprofylakse: Samtykkeerklæring, patient
	Version: 1.0
Date: 25.06.25

	Local practical procedure about consent (site specific document)
	Version: 
Date:

	Educational material
	

	Power point presentation - choose language
☒ Danish
☐ English
☐ Other

	Part 1,3,4a,4b
Version: 1.2 
Date: 01.09.25 

Part 5
Version: 1.3
Date: 07.09.26

	Code A documents related to this country (if any)
	

	Rettigheder som forsøgsperson
	Version: -
Date: 02.02.24





	Code B: Enter data and correct data in the eCRF

	Guideline/document

	Version
Date of version

	Guideline for data entry
	Version: 1.0
Date: 12.06.25

	Guideline for obtaining 180-day follow-up
	Version: 1.1
Date:02.12.25




	Code C: Assist in obtaining consents

	Guideline/document

	Version
Date of version

	Local practical procedure about consent (site specific document)
	Version: 
Date:



	Code D: Assess and report safety events (SAE/SUSAR) to sponsor

	Guideline/document

	Version
Date of version

	SAE-SUSAR form
	Version: 1.0
Date: 30.05.25




	Code E: Educate doctors and other trial staff

	Guideline/document

	Version
Date of version

	Educational material, power point presentation - choose language:
☒ Danish
☐ English
☐ Other
	
Version: 1.2 
Date: 01.09.25






With my signature as sponsor,
I declare that the assigned site investigator is trained
in the relevant INCEPT-specific tasks according to the overview


	Name of site investigator
	Confirmation of training Must be signed by site investigator
	Confirmation that the sub-investigator has received training 
Must be signed by sponsor

	
	Date:

Signature:


	Date:

Signature:
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