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Imcivree (setmelanotide) 
 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

Initial authorization for POMC/PCSK1/LEPR 
deficiency: 16 weeks 
 
Initial authorization for BBS: 1 year 
 
Subsequent authorization all diagnoses:  
6 months 
 

 
 
Medications Quantity Limit 
Imcivree 10 mg/mL multi-dose vial May be subject to quantity limit 

 
 
APPROVAL CRITERIA 
 
Initial requests for Imcivree (setmelanotide) for Proopiomelanocortin (POMC), Proprotein 
convertase subtilisin/kexin type 1 (PCSK 1), or Leptin receptor (LEPR) deficiency 
(POMC/PCSK1/LEPR) deficiency may be approved if the following criteria are met: 
 

I. Individual is 2 years of age or older; AND 
II. Documentation is provided that individual has a diagnosis of obesity, defined as: 

A. BMI of 30 kg/m2 or greater for adults; OR 
B. Bodyweight of more than the 95th percentile for age on growth chart assessment 

for individuals aged 6 to 17 years; OR 
C. Baseline BMI greater than or equal to the 97th percentile for age and sex, and body 

weight of at least 20 kg for individuals aged 2-5 years;  
AND 

III. Documentation is provided that obesity is due to POMC, PCSK 1, or LEPR deficiency, 
confirmed by genetic testing; AND 

IV. Genetic testing demonstrating variants in POMC, PCSK1, or LEPR genes that are 
pathogenic, likely pathogenic, or of uncertain significance; AND 

V. Individual is NOT receiving two medications for weight loss at the same time.  
 

Initial requests for Imcivree (setmelanotide) for Bardet-Biedl syndrome (BBS) may be approved 
if the following criteria are met: 
 

I. Individual is 2 years of age or older; AND 
II. Documentation is provided that individual has a diagnosis of obesity, defined as: 

A. BMI of 30 kg/m2 or greater for individuals 16 years of age and above; OR 
B. Bodyweight of more than the 97th percentile for age on growth chart assessment 

for individuals aged 6-15 years; OR 



                  
 

PAGE 2 of 3 06/30/2025 
New Program Date 02/12/2021 

 

C. Baseline BMI greater than or equal to the 97th percentile for age and sex, and body 
weight of at least 20 kg for individuals aged 2-5 years;  

AND 
III. Obesity is due to BBS, as defined by one of the following [A or B] (Haws 2021): 

A. Four (4) primary features of BBS: 
1. Primary Features: 

a. Rod-cone dystrophy 
b. Polydactyly 
c. Obesity 
d. Learning disabilities 
e. Hypogonadism in males 
f. Renal anomalies; 

OR 
B. Three (3) primary features [above] AND 2 secondary features of BBS: 

1. Secondary Features: 
a. Speech disorder/delay 
b. Strabismus/cataracts/astigmatism 
c. Brachydactyly/syndactyly 
d. Developmental delay 
e. Polyuria/polydipsia (nephrogenic diabetes insipidus) 
f. Ataxia/poor coordination/imbalance 
g. Mild spasticity (especially lower limbs) 
h. Diabetes mellitus 
i. Dental crowding/hypodontia/small roots/high arched palate 
j. Left ventricular hypertrophy/congenital heart disease 
k. Hepatic fibrosis; 

AND 
IV. For individuals less than 6 years old, genetic testing demonstrates homozygous or 

compound heterozygous loss-of-function variants in BBS genes; AND 
V. Individual is NOT receiving two medications for weight loss at the same time.  

 
Requests for subsequent authorization for Imcivree (setmelanotide) may be approved if the 
individual meets ALL of the following criteria:  
 

I. Documentation is provided that individual has achieved/maintained weight loss of at least 
5% of baseline body weight or 5% of baseline BMI for patients with continued growth 
potential; AND 

II. Individual is NOT receiving two medications for weight loss at the same time. 
 

 
Requests for Imcivree (setmelanotide) may not be approved for any of the following: 
 

I. Obesity with POMC, pCSK1, or LEPR variants classified as benign or likely benign (for 
POMC/PCSK1/LEPR deficiency requests); OR 

II. Individual has end stage renal disease (eGFR less than 15 mL/min/1.73 m2); OR 
III. Individual is 2 years of age to less than 6 years of age with weight less than 20 

kilograms with severe renal impairment (eGFR 15-29 mL/min/1.73 m2); OR 
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IV. Individual has a history of suicide attempts or has active suicidal ideation; OR 
V. When the above criteria are not met and for all other indications. 
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Federal and state laws or requirements, contract language, and Plan utilization management programs or polices may take 
precedence over the application of this clinical criteria.  
 
No part of this publication may be reproduced, stored in a retrieval system or transmitted, in any form or by any means, 
electronic, mechanical, photocopying, or otherwise, without permission from the health plan.  
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