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Exceptions
Overview

Ultomiris® (ravulizumab-cwvz) is indicated for the treatment of aHUS, generalized MG, and PNH. They are
monoclonal antibodies that specifically binds to the complement protein C5 with high affinity, thereby inhibiting
its cleavage to C5a and C5b and preventing the generation of the terminal complement complex.

Coverage Guidelines
Authorization may be reviewed on a case by case basis for members who are new to the plan currently receiving
treatment with 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 ONE of the following criteria are met:
1. The member has a diagnosis of paroxysmal nocturnal hemoglobinuria (PNH)
a. The member has received a meningococcal vaccine at least two weeks prior to treatment
initiation
b. Appropriate dosing
2. The member has a diagnosis of atypical hemolytic uremic syndrome (aHUS)
a. The member has received a meningococcal vaccine at least two weeks prior to treatment
initiation
b. Appropriate dosing
3. The member has a diagnosis of generalized myasthenia gravis (MG)
a. Member is > 18 years of age
b. Member is AchR antibody positive
c. Prescriber is a neurologist or consult notes from a neurology office are provided
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d. Inadequate response, adverse reaction, or contraindication to pyridostigmine
e. Physician attestation of inadequate response or adverse reaction to TWO of the following or
contraindication to ALL of the following immunosuppressant trials

i. azathioprine

ii. cyclosporine

iii. glucocorticoids (e.g., prednisone)

iv. mycophenolate

v. tacrolimus
f. Member has received a meningococcal vaccine at least two weeks prior to treatment initiation
g. Appropriate dosing

Continuation of Therapy
For aHUS/PNH: Reauthorization by prescriber will infer a positive response to therapy.
For generalized myasthenia gravis: Prescriber must provide documentation of positive response to therapy.

Limitations
1. Initial approvals will be granted for the following:
a. PNH/aHUS: 1 year
b. MG: 6 months
2. Reauthorizations will be granted for 1 year
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Review History

09/18/2019 — Reviewed

01/22/2020 — Added indication of atypical hemolytic uremic syndrome

02/08/2023 - Reviewed and updated for Feb P&T; matched MH UPPL criteria. Added indication of generalized
myasthenia gravis. Updated initial approval durations. Effective 4/1/23.

09/13/23 — Reviewed and updated for P&T. Added step through requirement of pyridostigmine. Added
reauthorization criteria. Trial with Vyvgart was removed due to Ultomiris being MBO and is not subject to MH's
unification requirements. Effective 10/2/23.
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