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		Abstract

		Background: Robust evidence to inform best transfusion management after major oncologic surgery, where postoperative recovery might impact on treatment regimens for cancer, is lacking. We conducted a study to validate the feasibility of a larger trial comparing liberal versus restrictive red blood cells (RBC) transfusion strategies after major oncologic surgery.

Methods: This was a two-centre, randomised, controlled, study of patients admitted to the intensive care unit after major oncologic surgery. Patients whose haemoglobin level dropped below 9·5 g/dL, were randomly assigned to immediately receive a 1-unit RBC transfusion (liberal) or delayed until the haemoglobin level dropped below 7·5 g/dL (restrictive). The primary outcome was the median haemoglobin level between randomisation to day 30 post-surgery. Disability-free survival was evaluated by the WHODAS 2·0 questionnaire.

Findings: 30 patients were randomised (15 patients/group) in 15 months with a mean recruitment rate of 1·8 patients per month. The median haemoglobin level was significantly higher in the liberal group than the restrictive group: 10·1 g/dL (IQR 9·6 – 10·5) versus 8·8 g/dL (IQR 8·3 – 9·4), p < 0·001, and RBC transfusion rates were 100% versus 66·7%, p = 0·04. The disability-free survival was similar between groups: 26·7% versus 20%, p = 1.

Interpretation: Our results support the feasibility of a phase 3 randomised controlled trial comparing the impact of liberal versus restrictive transfusion strategies on the functional recovery of critically ill patients following major oncologic surgery.

Trial Registration: The study was registered with Clinicaltrial.gov (NCT04506125).

Funding: The research was funded by a grant from the French Society of Blood Transfusion (Société Française de Transfusion Sanguine).

Declaration of Interests: SL reports consulting fees from Vifor Pharma, receive payment for lecture from Pfizer and Vifor Pharma, receive support for travel and payment for lectures from Pharmacosmos and is a scientific member of the NATA (Network for Advancement of Transfusion Alternatives). All other authors (XC, TG, MC, MC, AC, ML, PD, CLN, RLS, OH and CA) declare no competing interests.

Ethics Approval: The study was approved by the Comité de Protection des Personnes of Est-II (approval number: 20.04.10.38923) and conducted in accordance with the principles of the Declaration of Helsinki. Written informed consent was obtained from all the eligible patients at inclusion. When the patient was unable to consent for themselves, consent from the patient’s next-of-kin was obtained. 
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