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Scenesse® (afamelanotide)

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

FDA-Approved Indication

Scenesse is indicated to increase pain free light exposure in adult patients with a history
of phototoxic reactions from erythropoietic protoporphyria (EPP).

Coverage Guidelines
Erythropoietic protoporphyria (including X-linked protoporphyria)
Patient must meet all of the following criteria:

e Diagnosis is confirmed by one of the following:
o Free erythrocyte protoporphyrin level above the normal reference range
for the reporting laboratory; OR
o Molecular genetic testing consistent with the diagnosis
e Has a history of at least one porphyric phototoxic reaction;
e |s 18 years of age or older;
e Scenesse is prescribed by or in consultation with one of the following specialists:
dermatologist, gastroenterologist, hepatologist, or a physician specializing in the
treatment of cutaneous porphyrias.

Approval duration: 12 months

Dosing Recommendation

The recommended dose of Scenesse is a single Scenesse implant inserted
subcutaneously above the anterior supra-iliac crest every 2 months.
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