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Hemlibra® (emicizumab-kxwh)
When requesting Hemlibra, the individual requiring treatment must be diagnosed with

the following FDA-approved indication and meet the specific coverage guidelines and
applicable safety criteria for the covered indication.

FDA-Approved Indication

Hemlibra is indicated for routine prophylaxis to prevent or reduce the frequency of
bleeding episodes in adult and pediatric patients ages newborn and older with
hemophilia A (congenital factor VIl deficiency) with or without factor VIII inhibitors.

Coverage Guidelines
Hemophilia A with Inhibitors

The individual must meet ALL of the following criteria for initial authorization:
1. The request is for routine prophylaxis to prevent or reduce the frequency of
bleeding episodes;
2. Prophylactic use of bypassing agents will be discontinued (Note: Use of bypassing
agents for the treatment of breakthrough bleeding is permitted);
3. The patient is not undergoing immune tolerance induction therapy;
4. Hemlibra is prescribed by or in consultation with a hemophilia specialist.

The individual must meet ALL of the following criteria for re-authorization:

1. The request is for routine prophylaxis to prevent or reduce the frequency of
bleeding episodes;

2. Prophylactic use of bypassing agents will not occur while receiving Hemlibra
(Note: Use of bypassing agents for the treatment of breakthrough bleeding is permitted);

3. The patient is not undergoing immune tolerance induction therapy;

4. The patient experienced beneficial responses to therapy (e.g., reduction in
bleeding events, reduction in the severity of bleeding episodes, reduction in the
number of bleeding events that required treatment, and/or reduction in the
number of spontaneous bleeds);

5. Hemlibra is prescribed by or in consultation with a hemophilia specialist.

Hemophilia A without Inhibitors

The individual must meet ALL of the following criteria for initial authorization:
1. The request is for routine prophylaxis to prevent or reduce the frequency of
bleeding episodes;
2. Prophylactic use of Factor VIII products will be discontinued no later than 4
weeks following the initial Hemlibra dose (Note: Use of Factor VIII products for the
treatment of breakthrough bleeding is permitted);
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3. Hemlibra is prescribed by or in consultation with a hemophilia specialist.

The individual must meet ALL of the following criteria for re-authorization:

1. The request is for routine prophylaxis to prevent or reduce the frequency of
bleeding episodes;

2. Prophylactic use of Factor VIII products will not occur while receiving Hemlibra
(Note: Use of Factor VIII products for the treatment of breakthrough bleeding is permitted);

3. The patient experienced beneficial responses to therapy (e.g., reduction in
bleeding events, reduction in the severity of bleeding episodes, reduction in the
number of bleeding events that required treatment, and/or reduction in the
number of spontaneous bleeds);

4. Hemlibra is prescribed by or in consultation with a hemophilia specialist.

Approval duration: 12 months

Dosing Recommendation

For subcutaneous use only

The recommended loading dose is 3 mg/kg by subcutaneous injection once weekly for
the first 4 weeks, followed by a maintenance dose of:

e 1.5 mg/kg once every week, OR

e 3 mg/kg once every two weeks, OR

e 6 mg/kg once every four weeks.
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