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Population

Inclusion criteria

• Adults acutely admitted to the ICU

• Eligible for at least one active domain

Exclusion criteria

• Informed consent after inclusion expected to be unobtainable

• Admitted under coercive measures



INCEPT-Albumin
Albumin versus no albumin in shock



Sivapalan et al. 2024, doi: 10.1111/aas.14479

Albumin



Alive and without life-support?

Improved hemodynamics? 

Less fluid use? 

Kidney failure?

Coagulopathy? 

Albumin



Inclusion criteria 

• Shock

- Ongoing infusion of vasopressor/inotrope AND

- Plasma lactate ≥2 mmol/L within the last 3 hours

• Both interventions considered clinically appropriate 

(to use albumin or not)

Albumin



Exclusion criteria 

• Traumatic brain injury 

• Use of albumin during current ICU stay

• Known pregnancy

• Religious objection towards albumin

• Known albumin allergy

• Inclusion in another trial or INCEPT domain where co-enrolment with INCEPT-Albumin is 

not permitted

Albumin



Timing, volume and concentration at clinician’s discretion

P-albumin measured according to usual practice

Albumin may be considered if the 

following special circumstances occur:

• Large volume ascites drainage

• Spontaneous bacterial peritonitis

• Hepatorenal syndrome 

• During circulatory failure in addition to 

crystalloid (resuscitation)

• Substitution in case of:

• Suspected/overt albumin loss

• P-albumin ≤25 g/L 

Albumin Intervention vs comparator

vs



Outcomes

Primary: Days alive without life-support at 30 days

Secondary: 

INCEPT core outcomes

• All-cause mortality at 30, 90, and 180 days

• Days alive without life support at 90 days

• Days alive and out of hospital at 30 and 90 days

• Days free of delirium at 30 days

• Health-related quality of life (EQ-5D-5L and EQ-VAS) at 180 days

• Cognitive function (MiniMoCA) at 180 days

• Domain specific safety outcomes (anaphylaxis and major bleeding) at 30 and 

90 days

Albumin



INCEPT-

Thromboprophylaxis
Low versus intermediate versus weight-adjusted

LMWH dose



BMJ 2022;378:e070022

Thromboprophylaxis



Alive and out of hospital?

Improved 

thromboprophylaxis?  

More bleeding? 

Low versus intermediate versus weight-adjusted dose

Thromboprophylaxis



Inclusion criteria 

• Decision by treating clinician to start/continue 

thromboprophylaxis with LMWH

• All interventions considered clinically appropriate 
(low versus intermediate versus weight-adjusted dose)

• ICUs with systematic screening for deep vein thrombosis (DVT) cannot participate in domain

Thromboprophylaxis



Exclusion criteria 

• More than one prophylactic dose of anticoagulation during current ICU stay 

(including days in another ICU)

• Known/suspected previous adverse reactions to heparin

(including allergy and heparin-induced thrombocytopenia)

• Known pregnancy

• Mechanical circulatory support

• Solid organ transplant during current hospital admission

• Weight < 40 kg

• Inclusion in another trial or INCEPT domain where co-enrolment with INCEPT-

Thromboprophylaxis is not permitted

Thromboprophylaxis



Intervention

Each ICU chooses one LMWH for everyone

(Dalteparin, enoxaparin, tinzaparin or nadroparin)

Shelf medication

Low versus intermediate versus weight-adjusted LMWH 

prophylaxis in ICU for max 90 days

Thromboprophylaxis



Intervention

Site preferred LMWH

Intervention

Weight 

(kg)*

Enoxaparin

dose (mg)

Tinzaparin

dose (IE)

Dalteparin

dose (IE)

Nadroparin

dose (IE)

Fixed low dose All 40 2500 2500 2850

Fixed intermediate dose All 60 4500 5000 5700

Weight-adjusted dose ≥40 - 50 40 2500 2500 2850

≥50 - 60 40 2500 2500 3800

≥60 - 70 40 4500 5000 3800

≥70 - 80 60 4500 5000 3800

≥80 - 90 60 4500 5000 5700

≥90 - 100 80 7000 7500 5700

≥100 - 110 80 7000 7500 7600

≥110 - 120 80 8000 7500 7600

≥120 100 8000 10000 7600

*Actual body weight as estimated or measured at time of screening

Thromboprophylaxis



Intervention

Dose adjustment or pausing of the intervention at clinician’s 

discretion when …

• Acute and/or chronic kidney injury

• Renal replacement therapy

• Thrombocytopenia

• Invasive procedures

• Use of thrombolysis

• Active (major) bleeding

Suggested triggers and dose adjustment strategies available in domain-specific 

appendix and patient folder

Thromboprophylaxis



Intervention

Intervention should stop permanently when…

• Therapeutic anticoagulation (e.g., treatment of VTE or atrial fibrillation)

• Serious adverse reaction (anaphylaxis or heparin-induced thrombocytopenia)

Other deviations from the allocated intervention will be considered 

a protocol violation

Thromboprophylaxis



Outcomes

Primary: Days alive and out of hospital at 30 days

Secondary: 

INCEPT core outcomes

• All-cause mortality at 30, 90, and 180 days

• Days alive without life support at 30 and 90 days

• Days alive and out of hospital at 90 days

• Days free of delirium at 30 days

• Health-related quality of life (EQ-5D-5L and EQ-VAS) at 180 days

• Cognitive function (Mini-MoCA) at 180 days

Domain specific secondary outcomes

• Venous thromboembolism (DVT or pulmonary embolism) at 30 and 90 days

• Major bleeding at 30 and 90 days 

• Domain specific safety outcomes (anaphylaxis and heparin-induced thrombocytopenia) at 30 and 90 days

Thromboprophylaxis



Questions?



Workflow



After randomisation

The enrolling physician:

• Inform the clinical staff

• Update relevant medication orders

• Write an inclusion note in the patient record

• Inform the patient’s proxies as soon as possible in order to obtain 

consent



Before/after randomisation

For nurses:

• Check whether your patient is a trial participant

• If albumin is considered or patient is to be fluid resuscitated – consider whether the 

patient may be eligible for the albumin domain

• Follow the prescriptions 

• Approachable and responsive to relatives – reach out to research staff if in doubt.

• If you have questions – use the hotline +45 3545 0606



Question?
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