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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Scenesse® (afamelanotide) 

Medical Benefit x Effective: 10/3/22 

Pharmacy- Formulary 1  Next Review: 6/23 

Pharmacy- Formulary 2  Date of Origin: 1/20 

Pharmacy- Formulary 3/Exclusive  Review Dates: 12/19, 6/20, 6/21, 8/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 

Scenesse (afamelanotide) is a synthetic tridecapeptide and a structural analog of α-melanocyte stimulating 

hormone (α-MSH). Afamelanotide is a melanocortin receptor agonist and binds predominantly to MC1-R. 

Scenesse is indicated to increase pain free light exposure in adult patients with a history of phototoxic reactions 

from erythropoietic protoporphyria (EPP). 

 

II. Position Statement 

 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 

request.  

 

III. Policy 

 

 Coverage of Scenesse is available when the following criteria have been met: 

• Member is 18 years of age or older AND 

• Medication is requested and will be administered by a pertinent porphyria specialist who has completed 

appropriate training for Scenesse administration AND 

• Member has a biochemically confirmed diagnosis of erythropoietic protoporphyria (EPP) (e.g. elevated 

free protoporphyrin in peripheral erythrocytes) OR 

• Member has a genetically confirmed diagnosis of EPP (e.g.  loss of function mutation in the 

ferrochelatase [FECH] gene) AND 

• Member has documented characteristic symptoms of EPP phototoxicity affecting quality of life (e.g. 

intolerance to light with symptoms including itching, burning, pain, erythema, or scarring of the skin on 

contact with sunlight) AND 

• Member does not have any of the following conditions: 

o EPP with significant hepatic involvement 

o Personal history of melanoma or dysplastic nevus syndrome 

o Current Bowen's disease, basal cell carcinoma, squamous cell carcinoma, or other malignant or 

premalignant skin lesions 

o Any other photodermatosis such as polymorphic light eruption, actinic prurigo, discoid lupus 

erythematosus, chronic actinic dermatitis or solar urticaria. 
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IV. Quantity Limitations 

  

Coverage is available for up to 6 implants per year. 

  

V. Coverage Duration 

 

Initial coverage is available for 6 months and may be renewed.  

 

VI. Coverage Renewal Criteria 

 

 Coverage can be renewed in 6-month intervals based upon the following criteria: 

• Stabilization of disease or absence of disease progression (e.g. decreased severity and number of 
phototoxic reactions, increased duration of sun exposure, increased quality of life, etc) AND 

• Absence of unacceptable toxicity from the drug. 
 

VII. Billing/Coding Information 

 

• Scenesse is available as an implant, 16 mg, for subcutaneous administration above the anterior supra-

iliac crest. 

• Each implant (in a sealed amber glass vial) is packaged individually in a cardboard box. 

• J7352 - Afamelanotide implant, 1 mg 

 

VIII. Summary of Policy Changes 

  

• 1/15/20: new policy 

• 8/1/20: no policy changes 

• 1/1/21: updated billing/coding information 

• 8/30/21: no policy changes 

• 10/3/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

http://www.cms.hhs.gov/
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The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 

reviews to assess the medical appropriateness of the above-referenced therapies.  

The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 


