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Primary data sources (for SP-EPIC)
Protocol: The Intensive Care Platform Trial - INCEPT
Site:
Version: 1.2 - 20250918
Investigator:
[bookmark: _Hlk193786298]VEJLEDNING
Kildedatalisten angiver, hvor man i patientens journal finder de data, der skal indtastes i eCRF’en. Listen anvendes af dem, der taster data, og af GCP-monitorerne til at validere indtastningen. Variablerne er markeret med G (generisk), D-A/T (domæne specifikke (albumin/tromboseprofylakse), hvor det er relevant. Dette har ingen betydning for indtastningen.
Der er angivet mindst én kilde for alle data, der skal indtastes i eCRF’en. For data, som kun har én kilde, skal der indtastes fra denne kilde. For data, som har flere mulige kilder, er kilderne listet i prioriteret rækkefølge. Man kan afvige, men så skal der skrives i kommentarfeltet i eCRF’en, hvorfra data er indtastet.
	Data
	Primary data source

	SCREENING FORMs

	National identification number -G
	SP – header (øvre ve. hjørne)

	Platform inclusion criteria

	Age ≥ 18 years -G
	SP – header

	Acutely admitted to ICU – G
	eCRF  

	Platform exclusion criteria

	Informed consent following inclusion expected to be unobtainable -G
	SP – notater

	Patient is under coercive measures at the time of screening -G
	SP – intensiv resumé
SP – notater op til 24 timer før screening

	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
	SP- resultater

	Ongoing infusion of a vasopressor or inotropic agent -D-A
	SP – MDA-Historik
SP – notater

	INCEPT-Albumin exclusion criteria

	Traumatic brain injury -D-A 
	SP – intensiv resumé

	Albumin administered during current ICU stay -D-A
	SP – Indgift/Udskillelse

	Known pregnancy -D-A
	SP – intensiv resumé

	Religious objection to the administration of albumin -D-A
	SP – intensiv resumé

	Known albumin allergy -D-A
	SP – ve. sidebar (CAVE)

	Inclusion in another interventional trial or INCEPT domain where co-enrolment with the INCEPT-Albumin domain is not permitted -D-A
	SP- ve. sidebar (Deltager i forskning) sammenholdt med co-inklusionslisten 

	INCEPT-Albumin additional screening data

	Date of birth -G
	SP – header (øvre ve. hjørne)

	Sex -G
	SP – header (øvre ve. hjørne)

	Presence of haematological or metastatic cancer -G
	SP – intensiv resumé

	Acute surgery within the last 7 days -G
	SP – behandlingstidslinje
SP – Intensiv resumé

	Use of invasive mechanical ventilation at the time of randomization -G
	SP – vurderingsskema (‘Resp’)
SP – notater

	Renal replacement therapy within the last 72-h prior to randomization -G
	SP – notater (Procedurer – dialyse) 
SP – vurderingsskema (’CRRT Dialyse’)

	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)
	SP – MDA-Historik

	Known or suspected previous adverse reaction to any type of heparin, including allergy and heparin-induced thrombocytopenia
	SP – ve. sidebar (CAVE)

	Known pregnancy
	SP – intensiv resumé

	Mechanical circulatory support
	SP – intensiv resumé
SP - notater

	Solid organ transplant during current hospital admission
	SP – intensiv resumé
SP - notater

	Weight <40kg
	SP – ve. sidebar

	Inclusion in another interventional trial or INCEPT domain where co-enrolment with the INCEPT-Thromboprophylaxis domain is not permitted
	SP- ve. sidebar (Deltager i forskning) sammenholdt med co-inklusionslisten 

	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
	SP – MDA-Historik
SP – AOP (Medicin status ved indlæggelse)

	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
	SP – intensiv resumé

	
	Diabetes mellitus
	SP – intensiv resumé
SP – AOP (Medicin status ved indlæggelse) 

	
	Chronic pulmonary disease
	SP – intensiv resumé
SP – AOP (Medicin status ved indlæggelse) 

	
	Chronic liver disease
	SP – intensiv resumé

	
	Known use of immunosuppressive therapy within the last 3 months
	SP – intensiv resumé
SP – AOP (Medicin status ved indlæggelse)


	
	Previous solid organ transplantation
	SP – intensiv resumé

	
	Chronic use of renal replacement therapy
	SP – intensiv resumé

	
	Treatment with antipsychotics at hospital admission
	SP – AOP (Medicin status ved indlæggelse) 
SP – MDA-Historik

	[bookmark: _Hlk193895126]Clinical Frailty Scale
	eCRF

	[bookmark: _Hlk199994791]Admission details -G

	Date of index hospital admission
	SP - behandlingstidslinje

	Date of index ICU admission
	SP - behandlingstidslinje

	[bookmark: _Hlk199994908]Clinical examinations -G

	Participant weight
	SP – ve. sidebar

	Participant height 
	SP – ve. sidebar

	Lowest registered systolic blood pressure in the 24 hours prior to randomisation
	SP – Resumé (’SOFA-værdier’ sat på 1 times interval – BT, invasivt; alternativt BT, non-invasivt)

	Therapies – fluid -D-A

	
	IV crystalloid volumes within the last 24 hours before enrolment
	SP – Indgift/Udskillelse
SP – notater

	Acute diseases/conditions

	
	Primary cause of shock -D-A
	SP – Inklusionsnotat

	Biochemistry

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

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

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

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

	Other

	
	Limitations of care at the time of randomisation -G
	SP – beh. niveau (ve. sidebar) 

	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
	SP – vurderingsskema (‘Resp’)
SP – notater	

	Use of circulatory support (infusion of vasopressor/inotropes) on this day -G
	SP – MDA-Historik
SP – notater

	Use of any form of renal replacement therapy on this day, including days between intermittent renal replacement therapy -G
	SP – notater
SP - vurderingsskema (‘CRRT-dialyse’)

	Any registered coma on this day (only until 30 days) -G
	SP - vurderingsskema (i CNS: GCS/RASS/MAAS/RSS/SAS afhængigt af hvad afdelingen bruger)

	Any registered positive delirium score with a validated screening tool on this day (only until 30 days) -G
	SP - vurderingsskema (i CNS: CAM-ICU/ICDSC)
[På sengeafsnit: i Screening: B-CAM eller Short CAM]
SP-notater

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

	Serious adverse reactions and other relevant events

	Venous thromboembolic event (in hospital) on this day -D-T
	SP- notater
SP – radiologisvar (UL, CT, MR, ventilation-perfusionsscanning)

	Type of VTE, location, presence of central venous catheter, imaging modality, professional
	SP- notater
SP – radiologisvar (UL, CT, MR, ventilation-perfusionsscanning)
SP - Avatar

	Major bleeding in hospital on this day -D-A-T
	SP – notater
SP – Indgift/Udskillelse

	Type of major bleeding, symptomatic bleeding, bleeding requiring 
	SP – notater
SP – radiologisvar (UL, CT, MR, ventilation-perfusionsscanning)

	Severe anaphylactic reaction against albumin on this day -D-A
	SP – ve. sidebar (CAVE [oprettelse af cave albumin efter randomisering)
SP – notater
SP – MDA-Historik
SP – Vuderingsskemaer (Resp)

	Severe anaphylactic reaction to LMWH in ICU on this day -D-T
	SP – ve. sidebar (CAVE [oprettelse af cave LMWH efter randomisering)
SP – notater
SP – MDA-Historik
SP – Vuderingsskemaer (Resp)

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

	Therapies fluid -D-A

	Albumin volume 5% (or lower concentration) on this day
	SP – Indgift/Udskillelse

	Albumin volume 20% (or higher concentration) on this day
	SP – Indgift/Udskillelse

	Total volume of packed red blood cells on this day
	SP – Indgift/Udskillelse

	Total fluid input on this day 
	SP – Indgift/Udskillelse

	Total fluid balance on this day 
	SP – Indgift/Udskillelse

	Protocol adherence in participating ICU

	Administration of the site-preferred LMWH in the allocated dose on this day -D-T
	SP – MDA-Historik

	Deviation from the allocated dose, Administered LMWH, Reason for deviation, one or more of the following -D-T
	SP – MDA-Historik
SP – notater

	Protocol violation in the albumin domain on this day -D-A
	SP – Indgift/Udskillelse
SP – Vurderingsskemaer (CIRK)
SP – Resultater
SP – notater



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

	Location
	SP – behandlingstidslinje (Resumé)

	Time of event
	SP – behandlingstidslinje (Resumé)


	CONSENT


	Consent -G
	eCRF (Samtykkeformular uploaded) eller i Site File på papir
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)
	SP – åbn journalen – pop-up vindue hvis død
SP – header – hold cursor over pt-navn
SP – notater

	Date/time
	SP – notater, inkl. Mors notat

	Data collection allowed
	SP – notater
eCRF-log


Udarbejdelse og opbevaring
Kildedatalisten skal foreligge underskrevet af lokal investigator ved initieringsbesøget. Det kan være nødvendigt at revidere listen undervejs i forsøget. Alle underskrevne versioner af listen, skal arkiveres i site file.

Investigator:

_______________________________________	________________
Signatur				Dato
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