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Overview
Empaveli (pegceacoplan) is a complement inhibitor indicated for the treatment of adults with paroxysmal
nocturnal hemoglobinuria.

Coverage Guidelines
Authorization may be reviewed for members new to the plan within the last 90 days who are currently receiving
treatment with the requested medication excluding when the product is obtained as samples or via
manufacturer’s patient assistance programs.
OR
Authorization may be granted for members when all of the following criteria are met:

1. The member has a diagnosis of paroxysmal nocturnal hemoglobinuria (PNH) confirmed by flow

cytometry

Continuation of Therapy
Reauthorization will be granted when all of the following criteria are met:
1. Prescriber submits documentation of a positive response to therapy (e.g., normalization of lactate
dehydrogenase [LDH] levels, improvement in hemoglobin levels, decreased number of red blood cell
transfusions)

Limitations
1. Initial and reauthorization approvals will be granted for 12 months
2. The following quantity limits apply:

Drug Name and Dosage Form Quantity Limitation
Empaveli 1080mg/20mL 10 vials per 30 days
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Review History

01/19/2022 — Created and Reviewed for Jan P&T. Effective 03/01/2022.

08/14/2024 — Reviewed and updated at August P&T. Updated criteria to require that the member has a
diagnosis of PNH confirmed by flow cytometry. Updated reauthorization criteria to require documentation of a
positive response to therapy. Initial and reauthorization requests approved for 12 months. Clarified step therapy
language to indicate member must be new to the plan within the past 90 days. Effective 11/01/2024.
07/09/2025 — Reviewed at June P&T. No clinical changes. Effective 08/01/2025.

10/08/2025 — Reviewed and updated at October P&T. Updated policy to reflect that it no longer applies to the
medical benefit. Effective 01/01/2026.

=)

\l

Mass General Brigham Health Plan 2



