5.3.3
Recombinant Factor VIIa Use Guidelines

Summary:  

Factor VIIa (recombinant) has been well described in the treatment of bleeding episodes in patients with hemophilia A and B.  Its use in trauma patients has been described but there is still a lack of multicenter trials and published literature is limited to a small number of case series.  As such, Factor VIIa (recombinant) should only be considered when all conventional means of hemorrhage control have been exhausted.  The optimal time of administration and dose in the trauma population has not been well established.

Recommendations:

Level 1: 

►None

Level 2: 


►None

Level 3: 

►Consider Factor VIIa (recombinant) ONLY when bleeding is refractory to all conventional treatment modalities

►Avoid use in patients 

●with pre-existing risk factors for thromboembolic complications



~ History of thromboembolic event



~ Advanced atherosclerotic disease


●deemed to have non-survivable injury

►Administer as follows:


● assure adequate platelet count

● 60-90 mcg/kg IV over 2-5 minutes rounded down to nearest vial size



~ Available vials: 1.2mg, 2.4mg, 4.8mg

Introduction:

Uncontrollable hemorrhage is a leading cause of death from trauma, often due to a combination of surgical and coagulopathic bleeding.  Attempts at reversal with conventional treatment modalities (control of surgical bleeding, transfusion of blood products, correction of hypothermia) can be unsuccessful.  Factor VIIa (recombinant) has been used to control life-threatening hemorrhage that remains uncorrected by other means.

Factor VIIa (recombinant) promotes hemostasis by activating the extrinsic pathway of the coagulation cascade.  It forms a complex with tissue factor (TF) at the site of injury, thereby activating coagulation factors IX and X.  Factor Xa, in complex with other factors, then converts prothrombin to thrombin, leading to the formation of a hemostatic plug by converting fibrinogen to fibrin and inducing local hemostasis.  

The half-life of Factor VIIa (recombinant) is approximately 2 hours.  It is intended for intravenous bolus administration only.  The optimal dose in trauma patients is unknown and varies from 30 mcg/kg to 120 mcg/kg in different case reports.  It is generally well tolerated in clinical studies.  A severe adverse effect is the potential for thromboembolism, which has been associated with DIC, crush injury, and advanced atherosclerotic disease. 

Guidelines:

Consider use of Factor VIIa (recombinant) in a trauma patient when:

● Patient has a potentially survivable injury

● > 8 unit packed red blood cell transfusion with ongoing blood loss

● clinical and/or laboratory evidence of non-correctable coagulopathy despite transfusion of fresh frozen plasma

Please note that Platelets are essential to the function of Factor VIIa (recombinant) and should be transfused accordingly as needed.

Factor VIIa (recombinant) is contraindicated in patients with a known thromboembolic event or wounds/ injury not compatible with life.

