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Empaveli is also available on the pharmacy benefit. Please see the MassHealth Drug List
for coverage and criteria.
Notes
Additional agents from this class are available through the pharmacy benefit. Please see
the MassHealth Drug List for coverage and criteria.
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 who are currently receiving treatment with
Empaveli excluding when the product is obtained as samples or via manufacturer’s patient assistance programs.
OR

Authorization may be granted for members when ALL the following criteria are met, and documentation is
provided:

Complement 3 glomerulopathy (C3G)
1. Diagnosis of C3G
2. Memberis 2 12 years of age
3. Prescriber is a nephrologist or consult notes from specialist are provided
4. ONE of the following:
a. Inadequate response (defined as = 90 days of therapy) to the maximum FDA-approved dose of
an ACE inhibitor or ARB
b. BOTH of the following:
i. Inadequate response (defined as = 90 days of therapy) to the maximally tolerated dose
of an ACE inhibitor or ARB
ii. Intolerance to an ACE inhibitor or ARB at a dose above the maximally tolerated dose
5. ONE of the following despite treatment with a maximally tolerated dose of an ACE inhibitor or ARB for >
90 days:
a. Urine protein-to-creatinine ratio (UPCR) 21.5 g/g
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b. Proteinuria >1.0 g/day

Inadequate response, adverse reaction or contraindication to BOTH of the following:
a. Mycophenolate
b. Glucocorticoids

Appropriate dosing

Paroxysmal nocturnal hemoglobulinuria (PNH)

1.

2.
3.
4

Diagnosis of PNH

The member is 18 years of age or older

Prescriber is a hematologist or consult notes from a specialist are provided

Inadequate response or adverse reaction to one or contraindication to all of the following: Piasky,
Soliris, Ultomiris

Requested quantity is < 8 injections (160 mL)/28 days

Primary immune-complex membranoproliferative glomerulonephritis (IC-MPGN)

1.
2.
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Diagnosis of IC-MPGN
Attestation member does not have IC-MPGN secondary to another condition (e.g., infection,
malignancy, autoimmune disease)
Member is 2 12 years of age
Prescriber is a nephrologist or consult notes from specialist are provided
ONE of the following:

a. Inadequate response (defined as = 90 days of therapy) to the maximum FDA-approved dose of

an ACE inhibitor or ARB
b. BOTH of the following:
i Inadequate response (defined as > 90 days of therapy) to the maximally tolerated dose
of an ACE inhibitor or ARB
ii. Intolerance to an ACE inhibitor or ARB at a dose above the maximally tolerated dose

ONE of the following despite treatment with a maximally tolerated dose of an ACE inhibitor or ARB for 2
90 days:

a. Urine protein-to-creatinine ratio (UPCR) 21.5 g/g

b. Proteinuria >1.0 g/day
Inadequate response, adverse reaction to TWO or contraindication to ALL of the following:

a. Cyclophosphamide

b. Mycophenolate plus glucocorticoids

c. Rituximab
Appropriate dosing

Continuation of Therapy

PNH

Reauthorization by physician will infer a positive response to therapy.

C3G or Primary IC-MPGN
Prescriber must provide documentation of positive clinical response (i.e., reduced proteinuria).

Limitations

1.
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Initial approvals will be granted based on indication
a. (3G, Primary IC-MPGN: 6 months
b. PNH: 12 months
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2. Reauthorizations will be granted for 12 months.
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Review History

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

02/08/2023 - Reviewed and updated for Feb P&T. Matched MH UPPL criteria to be in compliance with
Masshealth unified formulary requirements. Updated reauth language. Initial approval durations updated to 12
months. Effective 4/1/23.

05/15/25 — Reviewed and updated for P&T. Performed annual medical criteria review. Policy has been updated
to better reflect agents with prior authorization on medical benefit. Updated formatting and references. Criteria
for Empaveli (pegcetacoplan) was updated to require step-through with Soliris (eculizumab) or Ultomiris
(ravulizumab-cwvz) and include specified quantity limit. Criteria regarding meningococcal vaccination
requirement for complement inhibitors was removed. Effective 6/1/25

10/8/25 — Reviewed and updated for P&T. Added new indications, C3G and primary IC-MPGN in pediatrics 212
years of age. Effective 11/17/25
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