MEDICATION POLICY:

lptacopan (Fabhalta) {/7‘78111?91'(1®

Generic Name: Iptacopan Preferred: N/A
Therapeutic Class or Brand Name: N/A Non-preferred: N/A
Applicable Drugs: Fabhalta Date of Origin: 9/25/2024
Date Last Reviewed / Revised: N/A

PRIOR AUTHORIZATION CRITERIA

(May be considered medically necessary when criteria | through VIII are met)

VI.
VII.

VIIL.

Paroxysmal nocturnal hemoglobinuria (PNH) diagnosis with flow cytometry analysis confirming
presence of PNH clones >10%
Enrolled in REMS program
Age >18 years of age
Must meet all four of the following:

A. Trial of C5 inhibitor for at least 6 months

B. Hemoglobin <10 g/dL

C. Lactate dehydrogenase > 1.5 times the upper limit of normal

D. Absolute reticulocyte count of at least 100 x 107/L
Must have received meningococcal vaccine and pneumonia vaccine at least 2 weeks
before starting freatment. If unable to obtain, administer as soon as possible and provide
antibacterial prophylaxis
Medication has been prescribed by or in consultation with a hematologist or oncologist
Request is for a medication with the appropriate FDA labeling, or its use is supported by
current clinical practice guidelines.
Refer to the plan document for the list of preferred products. If the requested agent is not
listed as a preferred product, must have documented treatment failure or contraindication to

the preferred product(s).

EXCLUSION CRITERIA

Treatment naive

Hematopoietic stem cell transplant, or known or suspected hereditary complement
deficiency

CONFIDENTIAL & PROPRIETARY, VENTEGRA, INC. WWW.VENTEGRA.COM



MEDICATION POLICY:

lptacopan (Fabhalta) &-7‘/(2111?91'(1®

e Not to be utilized in combination with compliment inhibitors (ravulizumalb, eculizumab, or
pegcetacoplan)

OTHER CRITERIA

‘ . ‘
z
>

QUANTITY / DAYS SUPPLY RESTRICTIONS
e 200 mg - 60 capsules per 30 days

APPROVAL LENGTH
e Avuthorization: 6 months

¢ Re-Authorization: 6 months with an updated letter of medical necessity or progress notes
showing improvement or maintenance with medication

APPENDIX

Click or tap here to enter text.
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected
medications. They offer a guide fo coverage and are not infended to dictate to providers how to practice medicine. Refer
fo Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement
in providing the most appropriate care for their patients.
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