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Primary data sources
Protocol: The Intensive Care Platform Trial - INCEPT
Site:
Version: 1.1 – 20250918 (English translation March 2026)
Investigator:
[bookmark: _Hlk193786298]INSTRUCTIONS
The source data list indicates where the data to be entered into the eCRF can be found for in the patient's medical record. The list is used by data registers and by GCP monitors to validate the entry. The variables are marked with G (generic), D-A/T (domain-specific (albumin/thrombosis prophylaxis), where applicable. This has no bearing on the data entry.
At least one source is specified for all data to be entered into the eCRF. For data that has only one source, it must be entered from that source. For data that has several possible sources, the sources are listed in order of priority. You can deviate, but then you must write in the comment field in the eCRF from where the data has been entered.
	Data
	Primary data source

	SCREENING FORMs

	National identification number -G
	

	Platform inclusion criteria

	Age ≥ 18 years -G
	

	Acutely admitted to ICU – G
	eCRF  

	Platform exclusion criteria

	Informed consent following inclusion expected to be unobtainable -G
	

	Patient is under coercive measures at the time of screening -G
	

	INCEPT-Albumin inclusion criteria

	Both interventions in this domain are considered clinically appropriate -D-A
	eCRF 

	Plasma lactate ≥2 mmol/L in any blood sample performed in the last 3 hours before screening -D-A
	

	Ongoing infusion of a vasopressor or inotropic agent -D-A
	

	INCEPT-Albumin exclusion criteria

	Traumatic brain injury -D-A 
	

	Albumin administered during current ICU stay -D-A
	

	Known pregnancy -D-A
	

	Religious objection to the administration of albumin -D-A
	

	Known albumin allergy -D-A
	

	Inclusion in another interventional trial or INCEPT domain where co-enrolment with the INCEPT-Albumin domain is not permitted -D-A
	

	INCEPT-Albumin additional screening data

	Date of birth -G
	

	Sex -G
	

	Presence of haematological or metastatic cancer -G
	

	Acute surgery within the last 7 days -G
	

	Use of invasive mechanical ventilation at the time of randomization -G
	

	Renal replacement therapy within the last 72-h prior to randomization -G
	

	INCEPT-Thromboprophylaxis inclusion criteria D-T

	All interventions in this domain are considered clinically appropriate
	eCRF 

	Decision by the treating clinician to start thromboprophylaxis with LMWH, or to continue LMWH prophylaxis
	eCRF

	INCEPT- Thromboprophylaxis exclusion criteria D-T

	More than one prophylactic dose of anticoagulation administered during current ICU stay (including ICU days in other hospitals)
	

	Known or suspected previous adverse reaction to any type of heparin, including allergy and heparin-induced thrombocytopenia
	

	Known pregnancy
	

	Mechanical circulatory support
	

	Solid organ transplant during current hospital admission
	

	Weight <40kg
	

	Inclusion in another interventional trial or INCEPT domain where co-enrolment with the INCEPT-Thromboprophylaxis domain is not permitted
	

	INCEPT- Thromboprophylaxis additional screening data D-T

	History of venous thromboembolism
	eCRF

	Suspected sepsis at the time of randomization
	eCRF

	Use of antiplatelet medication in the 24 hours preceding randomization
	

	Presence of a central venous catheter at the time of randomization
	eCRF

	BASELINE FORM

	[bookmark: _Hlk199994498]Coexisting conditions (Medical/surgical history) - G

	
	History of ischaemic heart disease or heart failure
	

	
	Diabetes mellitus
	

	
	Chronic pulmonary disease
	

	
	Chronic liver disease
	

	
	Known use of immunosuppressive therapy within the last 3 months
	

	
	Previous solid organ transplantation
	

	
	Chronic use of renal replacement therapy
	

	
	Treatment with antipsychotics at hospital admission
	

	[bookmark: _Hlk193895126]Clinical Frailty Scale
	eCRF

	[bookmark: _Hlk199994791]Admission details -G

	Date of index hospital admission
	

	Date of index ICU admission
	

	[bookmark: _Hlk199994908]Clinical examinations -G

	Participant weight
	

	Participant height 
	

	Lowest registered systolic blood pressure in the 24 hours prior to randomisation
	

	Therapies – fluid -D-A

	
	IV crystalloid volumes within the last 24 hours before enrolment
	

	Acute diseases/conditions

	
	Primary cause of shock -D-A
	

	Biochemistry

	
	Lowest P-albumin within the last 24 hours prior to randomization -D-A
	

	
	Lowest platelet count in the 24 hours prior to randomization -D-T
	

	
	Highest plasma lactate in the 24 hours prior to randomization -D-A
	

	
	Highest plasma creatinine in the 24 hours prior to randomization -G
	

	Other

	
	Limitations of care at the time of randomisation -G
	

	DAYFORMS / NON-TRIAL SITE DAYFORMS

	Daily during hospital stay for up to 90 days after the last domain inclusion

	Use of invasive mechanical ventilation -G
	

	Use of circulatory support (infusion of vasopressor/inotropes) on this day -G
	

	Use of any form of renal replacement therapy on this day, including days between intermittent renal replacement therapy -G
	

	Any registered coma on this day (only until 30 days) -G
	

	Any registered positive delirium score with a validated screening tool on this day (only until 30 days) -G
	

	Any treatment with anti-psychotics on this day (only until 30 days) -G
	

	Serious adverse reactions and other relevant events

	Venous thromboembolic event (in hospital) on this day -D-T
	

	Type of VTE, location, presence of central venous catheter, imaging modality, professional
	

	Major bleeding in hospital on this day -D-A-T
	

	Type of major bleeding, symptomatic bleeding, bleeding requiring 
	

	Severe anaphylactic reaction against albumin on this day -D-A
	

	Severe anaphylactic reaction to LMWH in ICU on this day -D-T
	

	Heparin-induced thrombocytopenia (HIT) in ICU on this day -D-T
	

	Therapies fluid -D-A

	Albumin volume 5% (or lower concentration) on this day
	

	Albumin volume 20% (or higher concentration) on this day
	

	Total volume of packed red blood cells on this day
	

	Total fluid input on this day 
	

	Total fluid balance on this day 
	

	Protocol adherence in participating ICU

	Administration of the site-preferred LMWH in the allocated dose on this day -D-T
	

	Deviation from the allocated dose, Administered LMWH, Reason for deviation, one or more of the following -D-T
	

	Protocol violation in the albumin domain on this day -D-A
	



	DISCHARGE, READMISSION, TRANSFER WITHIN 90 DAYS AFTER THE LAST DOMAIN INCLUSION -G

	Location
	

	Time of event
	


	CONSENT


	Consent -G
	eCRF (Consent form uploaded) or in Site File on paper
SP – notat


	180 DAYS FOLLOW UP -G

	Date of completed or attempted follow-up
	eCRF

	Can 180-day outcomes be obtained
	eCRF

	Mini-MoCA (answers in 3 domains)
	eCRF

	HRQoL - EQ-5D-5L (answers in 5 domains)
	eCRF

	HRQoL - EQ VAS
	eCRF

	HRQoL assessor (participant or proxy)
	eCRF



	END OF TRIAL -G

	Reason (Clinical decision, SAR/SUSAR, Withdrawn consent, Discontinuation of active therapy, involuntary hospitalisation, Death)
	

	Date/time
	

	Data collection allowed
	


Preparation and storage
The source data list must be signed by the local investigator at the initiation visit. It may be necessary to revise the list during the trial. All signed versions of the list must be archived in the site file.

Investigator:

_______________________________________	________________
Signature				Date
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