
 

 

Pharmacy Policy Bulletin: J-0400 Myalept (metreleptin) – Commercial and 
Healthcare Reform  

Number: J-0400 Category: Prior Authorization 

Line(s) of Business: 

☒ Commercial 

☒ Healthcare Reform 

☐ Medicare 

Benefit(s): 
Commercial: 
Prior Authorization (1.): 

1. Miscellaneous Specialty Drugs 
Injectable = Yes w/ Prior Authorization 

 
Healthcare Reform: Not Applicable 

Region(s): 

☒ All 

☐ Delaware 

☐ New York 

☐ Pennsylvania 

☐ West Virginia 

Additional Restriction(s): 
None 

Version: J-0400-015 Original Date: 06/04/2014 

Effective Date: 02/14/2025 Review Date: 01/29/2025 
 

Drugs 
Product(s): 

• Myalept (metreleptin)  

FDA-
Approved 
Indication(s): 

• Adjunct to diet as replacement therapy to treat the complications of leptin 
deficiency in patients with congenital or acquired generalized lipodystrophy 

 

Background: • Myalept (metreleptin) is a recombinant human leptin analog which binds and 
activates the human leptin receptor. Leptin levels are related to the amount of fat 
in the body. Members with lipodystrophy have a leptin deficiency, which results in 
hypertriglyceridemia, insulin resistance, and fat deposition around the liver and 
muscle (non-adipose tissues).  

• Myalept was studied in an open-label, single-arm study in patients with 
congenital or acquired lipodystrophy and diabetes mellitus, hypertriglyceridemia, 
and/or increased fasting insulin. The results showed a mean percent change 
from baseline at month 12 of -2.4% for HbA1c and -49% for fasting glucose. The 
median percent change from baseline for fasting triglycerides was -55%.    

• Common hyperglycemia symptoms include polyuria, polydipsia, polyphagia and 
unexplained weight loss. 

• Prescribing Considerations: 
o Myalept is only available through the Myalept Risk Evaluation and Mitigation 

Strategies program (REMS) program because of the risks associated with 
the development of anti-metreleptin antibodies that neutralize endogenous 
leptin and/or Myalept ,and the risk for lymphoma.  

o Myalept is not indicated for the treatment of complications of partial 
lipodystrophy. 

o Myalept is not indicated for members with HIV-related lipodystrophy. 
o Myalept is not indicated for metabolic disorders including hypertriglyceridemia 

and obesity, diabetes patients without concurrent evidence of congenital or 
acquired generalized lipodystrophy, or non-alcoholic steatohepatitis (NASH). 

 



 

 

Approval Criteria 

 
I. Initial Approval 

When a benefit, coverage of Myalept may be approved when all of the following criteria are met (A. 
through D.): 
A. The member has a diagnosis of congenital generalized lipodystrophy (specifically, Berardinelli-

Seip syndrome) or acquired generalized lipodystrophy (specifically, Lawrence syndrome) (ICD-
10: E88.1). 

B. The member meets one (1) of the following criteria (1. or 2.): 
1. The member is a male and has a leptin level of < 8 ng/mL. 
2. The member is a female and has a leptin level of < 12 ng/mL. 

C. The member meets one (1) of the following criteria (1. through 3.): 
1. The member has a diagnosis of diabetes mellitus (ICD-10: E08 - E13) defined as one (1) of 

the following (a. through d.): 
a. HbA1c ≥ 6.5% 
b. Fasting blood glucose ≥ 126 mg/dL 
c. Two-hour plasma glucose ≥ 200 mg/dL 
d. Symptoms of hyperglycemia with random plasma glucose ≥ 200 mg/dL 

2. Fasting insulin level > 30 μU/mL 
3. Fasting hypertriglyceridemia > 200 mg/dL 

D. The member has experienced therapeutic failure to one (1) previous therapy for diabetes (for 
example, metformin, insulin) or hypertriglyceridemia (for example, statin, fibrate). 

 
II. Reauthorization 

When a benefit, reauthorization of Myalept may be approved when one (1) of the following criteria is 
met (A., B., or C.): 
A. Decreased HbA1c by at least 0.8% from baseline. 
B. Decreased fasting triglycerides by at least 25% from baseline. 
C. Decreased fasting plasma glucose by at least 25% from baseline. 

 
III. An exception to some or all of the criteria above may be granted for select members and/or 

circumstances based on state and/or federal regulations. 

 

Limitations of Coverage 
 

I. Coverage of drugs addressed in this policy for disease states outside of the FDA-approved 
indications should be denied based on the lack of clinical data to support effectiveness and safety in 
other conditions unless otherwise noted in the approval criteria.  

II. For Commercial or HCR members with a closed formulary, a non-formulary product will only be 
approved if the member meets the criteria for a formulary exception in addition to the criteria 
outlined within this policy. 

 

Authorization Duration 

 

• Commercial and HCR Plans: If approved, up to a 12 month authorization may be granted. 

 

Automatic Approval Criteria 
 

None 
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