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When requesting Adakveo® (crizanlizumab-tmca), the individual requiring treatment must
be diagnosed with an FDA-approved indication and meet the specific coverage guidelines
and applicable safety criteria for the covered indication.

FDA-approved Indication

Adakveo is indicated to reduce the frequency of vaso-occlusive crises (VOCs) in adults
and pediatric patients aged 16 years and older with sickle cell disease.

Coverage Guidelines

Sickle cell disease (SCD)

The individual must meet all of the following criteria for authorization:

e |s 16 years of age or older; AND

e Has had at least one sickle cell-related crisis in the previous 12 months; AND

e Meets one of the following:
a. is currently receiving hydroxyurea; OR
b. has had inadequate efficacy or significant intolerance with hydroxyurea; OR
c. is not a candidate for hydroxyurea (i.e., pregnant or planning to become

pregnant, immunosuppressive condition [e.g., cancer])

e Adakveo is prescribed by or in consultation with a physician who specializes in

the treatment of sickle cell disease (e.g., a hematologist)

The individual must meet all of the following criteria for re-authorization:
e |s 16 years of age or older; AND
e Is receiving clinical benefit (e.g., reduction in the number of vaso-occlusive
crises/sickle cell-related crises, delay in time to sickle cell-related crisis, reduction
in number of days in the hospital); AND
e Adakveo is prescribed by or in consultation with a physican who specializes in
the treatment of sickle cell disease (e.g., a hematologist)

Approval duration: 12 months

Adakveo® (crizanlizumab-tmca)

Dosing Recommendation

Approve up to 5 mg/kg administered by intravenous infusion at week 0, week 2, and then
not more frequently than once every 4 weeks.
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