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Number: J-1383 Category: Prior Authorization
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Version: J-1383-002 Original Date: 06/05/2024

Effective Date: 07/18/2025 Review Date: 6/25/2025

Drugs ¢ Voydeya (danicopan)

Product(s):

FDA- e Add-on therapy to ravulizumab or eculizumab for the treatment of extravascular
Approved hemolysis (EVH) in adults with paroxysmal nocturnal hemoglobinuria (PNH).

Indication(s):

Background: | ¢ PNH is arare, acquired hematopoietic stem cell disorder caused by a mutation
of the phosphatidylinositol glycan class A (PIGA) gene in bone marrow stem
cells. PIGA-mutant (PNH) cells lack all glycophosphatidyl inositol (GPI) anchored
proteins, including CD55 and CD59, two essential complement regulatory
proteins. CD59 deficiency on the surfaces of red blood cells (RBCs) causes
intravascular hemolysis (IVH) by uncontrolled C5 activation in the terminal
complement pathway, and accounts for most PNH manifestations. IVH can lead
to thrombosis, which in turn causes much of the morbidity and mortality
associated with PNH. CD55 deficiency leads to extravascular hemolysis (EVH) in
organs like the spleen by uncontrolled C3 activation in the proximal complement
pathway. Although EVH is not life-threatening, it can result in anemia requiring
blood transfusions.

e Patients with PNH may present with one or more of the following signs and
symptoms: fatigue, dyspnea, hemoglobinuria, abdominal pain, bone marrow
suppression, erectile dysfunction, chest pain, thrombosis, and renal insufficiency.
Thrombosis is the leading cause of death in patients with PNH.

e Since the only cure for PNH is allogeneic hematopoietic stem cell transplant,
current treatment strategy focuses on managing the various disease symptoms
with complement-inhibitory drugs.

e Voydeya works by selectively inhibiting Factor D (FD), a complement system
protein that plays a key role in the amplification of the complement system
response.

e Prescribing Considerations:




o

Dose starts at 150 mg orally three times a day, with or without food.
Depending on the clinical response, can increase to 200 mg orally three
times a day.

Voydeya is a complement factor D inhibitor and has a black box warning
for serious infections caused by encapsulated bacteria. In addition,
Voydeya is only available through a Risk Evaluation and Mitigation
Strategy (REMS) program.

Voydeya has not been shown to be effective as monotherapy and should
only be prescribed as an add-on to ravulizumab or eculizumab.

Approval Criteria

Initial Authorization

When a benefit, coverage of Voydeya may be approved when all of the following criteria are met (A.

through F.):

A. The member is 18 years of age or older.
B. Voydeya is being prescribed by or in consultation with a hematologist who specializes in the

treatment of PNH.

C. The member has a diagnosis of PNH (ICD-10: D59.5).

D. The member has clinically significant extravascular hemolysis (EVH) demonstrated by one (1)
of the following (1. or 2.):
1. Hemoglobin < 9.5 gm/dL
2. Absolute reticulocyte count (ARC) 2 120 x 10°/L

E. The member will use Voydeya in combination with ravulizumab or eculizumab for the treatment

of PNH.

F. The member has been receiving ravulizumab or eculizumab for the treatment of PNH for > 6

months.

Reauthorization

When a benefit, reauthorization of Voydeya may be approved when all of the following criteria are

met (A. and B.):

A. The member has experienced positive clinical response to therapy evidenced by one (1) of the
following (1. through 5.):
1. Increased or stabilization of hemoglobin (Hb) levels
2. Reduction in transfusions
3. Improvement in hemolysis

4. Decrease in LDH

5. Decreased reticulocyte count
B. The member continues to receive Voydeya in combination with ravulizumab or eculizumab.

An exception to some or all of the criteria above may be granted for select members and/or
circumstances based on state and/or federal regulations.

Limitations of Coverage

Coverage of drug(s) addressed in this policy for disease states outside of the FDA-approved
indications should be denied based on the lack of clinical data to support effectiveness and safety in
other conditions unless otherwise noted in the approval criteria.

For Commercial or HCR members with a closed formulary, a non-formulary product will only be
approved if the member meets the criteria for a formulary exception in addition to the criteria

outlined within this policy.




| Authorization Duration

Initial Authorization
e Commercial and HCR Plans: If approved, up to a 6 month authorization may be granted.

Reauthorization
e Commercial and HCR Plans: If approved, up to a 12 month authorization may be granted.

| Automatic Approval Criteria

None
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Pharmacy policies do not constitute medical advice, nor are they intended to govern physicians' prescribing or the practice of medicine. They
are intended to reflect the plan's coverage and reimbursement guidelines. Coverage may vary for individual members, based on the terms of
the benefit contract.

The plan retains the right to review and update its pharmacy policy at its sole discretion. These guidelines are the proprietary information of
the plan. Any sale, copying or dissemination of the pharmacy policies is prohibited; however, limited copying of pharmacy policies is
permitted for individual use.



