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Clinical Policy Title: Factor VIII (Human, Recombinant) 

Policy Number: RxA.800 

Drug(s) Applied: 

Advate®, Adynovate®, Altuviiio, Afstyla®, Eloctate®, Hemofil M®, 
Jivi®,Koate-DVI®, Helixate FS®,Kogenate FS®,Kovaltry®, Novoeight®, 
Nuwiq®, Obizur, Recombinate®, Xyntha®, and Xyntha® Solofuse®. 
 
Long acting: 

Original Policy Date: 10/19/2023 

Last Review Date: 3/1/2024 

Line of Business Policy Applies to: All lines of business (except Medicare) 
 

Criteria 
 

I. Initial Approval Criteria 
A. Acquired and Congenital Hemophilia A (must meet all):  

1. Diagnosis of acquired or congenital hemophilia A (factor VIII deficiency); 
2. Request is for any one of the following uses (refer to appendix for medication and approved indication):  

a. On-demand treatment and control of bleeding episode; 
b. Perioperative management; 
c. Routine prophylaxis to reduce the frequency of bleeding episodes and patient meets one of the 

following (i, ii, or iii): 
i. Previously used factor VIII for routine prophylaxis;  
ii. Severe to moderately severe hemophilia A (factor VIII ≤2% of normal);  
iii. Experienced at least one serious spontaneous bleed; 

d. Reduce the risk of joint damage in children without pre-existing joint damage; 
3. Prescribed by or in consultation with a hematologist; 
Approval Duration 
All Lines of Business (except Medicare): 3 months (surgical/acute bleeding) or 6 months (prophylaxis) 

 
II. Continued Therapy Approval 

A. Hemophilia A (must meet all): 
1. Member is currently receiving or has been treated with this medication within the past 90 days 
Approval Duration 
All Lines of Business (except Medicare): 3(surgical/acute bleeding) or 6 months (prophylaxis) 

 
Appendix A: FDA-Approved Indications per Drug 
 

Medication FDA Approved Indication 
Advate Congenital Hemophilia: 

1. Control and prevention of bleeding episodes. 
2. Perioperative management. 

Kassie Herbst
Recommend add Altuviiio to this policy, and retire the Altuviiio-specific policy.�
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3. Routine prophylaxis to prevent or reduce the frequency of bleeding episodes. 

Adynovate 
Altuviiio 
Afstyla, 
Eloctate 
Jivi 
Kovaltry 
Novoeight 
Nuwiq 
Xyntha 
Xyntha 
Solofuse 

Congenital Hemophilia: 
1. On-demand treatment and control of bleeding episodes 
2. Perioperative management 
3. Routine prophylaxis to reduce the frequency of bleeding episodes 

Hemofil M 
Koate-DVI 

Congenital Hemophilia: 
1. Control and prevention of bleeding episodes. 

Kogenate FS Congenital Hemophilia: 
1. On-demand treatment and control of bleeding episodes 
2. Perioperative management of bleeding 
3. Routine prophylaxis to reduce the frequency of bleeding episodes 
4. Reduce the risk of joint damage in children without pre-existing joint damage. 

Obizur Acquired Hemophilia 
1. On-demand treatment and control of bleeding episodes 

Recombinate Congenital Hemophilia: 
1. Control and prevention of bleeding episodes 
2. Perioperative management 
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