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INSTRUCTIONS FOR USE 
The following Coverage Policy applies to health benefit plans administered by Cigna Companies. Certain Cigna Companies and/or lines of 
business only provide utilization review services to clients and do not make coverage determinations. References to standard benefit plan 
language and coverage determinations do not apply to those clients. Coverage Policies are intended to provide guidance in interpreting 
certain standard benefit plans administered by Cigna Companies. Please note, the terms of a customer’s particular benefit plan document 
[Group Service Agreement, Evidence of Coverage, Certificate of Coverage, Summary Plan Description (SPD) or similar plan document] may 
differ significantly from the standard benefit plans upon which these Coverage Policies are based. For example, a customer’s benefit plan 
document may contain a specific exclusion related to a topic addressed in a Coverage Policy. In the event of a conflict, a customer’s benefit 
plan document always supersedes the information in the Coverage Policies. In the absence of a controlling federal or state coverage 
mandate, benefits are ultimately determined by the terms of the applicable benefit plan document. Coverage determinations in each specific 
instance require consideration of 1) the terms of the applicable benefit plan document in effect on the date of service; 2) any applicable 
laws/regulations; 3) any relevant collateral source materials including Coverage Policies and; 4) the specific facts of the particular situation. 
Coverage Policies relate exclusively to the administration of health benefit plans. Coverage Policies are not recommendations for treatment 
and should never be used as treatment guidelines. In certain markets, delegated vendor guidelines may be used to support medical 
necessity and other coverage determinations. 

Overview 
 
This policy supports medical necessity review for tesamorelin (Egrifta SV®). 
 
Receipt of sample product does not satisfy any criteria requirements for coverage. 
 
Medical Necessity Criteria 
 
Tesamorelin (Egrifta SV) is considered medically necessary when the following are met:  
 

1. Lipodystrophy Associated with Human Immunodeficiency Virus (HIV) Infection.  Individual meets 
ALL of the following criteria (A, B, C, D, and E):  

A. Individual is 18 to 65 years of age 
B. The medication is prescribed for the reduction of excess abdominal fat in human 

immunodeficiency virus (HIV) infected individuals with lipodystrophy  
C. Individual meets ONE of the following (i or ii): 
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i. Male individual with a waist circumference greater than or equal to 95 cm (37.4 in) and 
waist-to-hip ratio greater than or equal to 0.94 

ii. Female individual with a waist circumference greater than or equal to 94 cm (37 in) and 
waist-to-hip ratio greater than or equal to 0.88 

D. Individual has been stable on an anti-retroviral regimen for at least 8 weeks 
E. The medication is prescribed by or in consultation with a physician specializing in the treatment 

of human immunodeficiency virus (HIV) infection 
 
When coverage is available and medically necessary, the dosage, frequency, duration of therapy, and site of 
care should be reasonable, clinically appropriate, and supported by evidence-based literature and adjusted 
based upon severity, alternative available treatments, and previous response to therapy. 
 
Reauthorization Criteria 
 
Tesamorelin (Egrifta SV) is considered medically necessary for continued use when initial criteria are met AND 
there is documentation of beneficial response (for example, reduction in visceral adipose tissue (VAT) as 
measured by waist circumference and waist-to-hip ratio or by computed tomography (CT) scan).  
 
Authorization Duration 
 
Initial approval duration is up to 6 months.  
 
Reauthorization approval duration is up to 6 months.  
 
Conditions Not Covered 
 
Any other use is considered experimental, investigational or unproven including the following (this list may not be 
all inclusive):  
 

1. Abdominal Obesity in an Individual without Human Immunodeficiency Virus (HIV) Infection.  
More data are needed. Egrifta has been studied in a very limited number of individuals who have 
abdominal obesity without HIV infection.8 To be eligible for the published trial, individuals were required 
to have a peak stimulated GH no higher than 9 µg/L on a standardized GH-releasing hormone (GHRH)-
arginine stimulation test. Individuals (n = 60) were randomized in a 1:1 ratio to treatment with Egrifta 2 
mg once daily or placebo. The primary endpoint was the change in visceral adipose tissue from 
baseline. Over 12 months (using last observation carried forward), visceral adipose tissue improved 
significantly in individuals treated with Egrifta compared with placebo (net treatment effect vs. placebo: -
35 [95% confidence interval: -58, -12]; P = 0.003). Treatment with Egrifta increased IGF-1 by 90%, 
decreased triglycerides by 20%, and decreased log C-reactive protein by 24% compared with placebo. 
There was no effect on total cholesterol, high-density lipoprotein cholesterol (HDL-C), or low-density 
lipoprotein cholesterol (LDL-C) in the treatment groups. 

 
2. Human Immunodeficiency Virus (HIV)-Related Cachexia, Weight Loss, or Fat Distribution other 

than Lipodystrophy. Egrifta has not been studied in these conditions. 
 

3. Individual is greater than 65 Years of Age. There is no information on the use of Egrifta in individuals 
greater than 65 years of age with HIV and lipodystrophy.1 

 
Background 
 
OVERVIEW 
Egrifta SV, an analog of human growth hormone-releasing factor, is indicated for the reduction of excess 
abdominal fat in patients with human immunodeficiency virus (HIV) who have lipodystrophy.1  At this time, 
the long-term cardiovascular safety and potential long-term cardiovascular benefit are not established.  Careful 
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consideration should be given to continue Egrifta SV in patients who do not show a clear efficacy response, as 
judged by the degree of reduction in visceral adipose tissue.  Egrifta SV has a weight-neutral effect and is not 
indicated for weight loss management.  There are no data supporting improved compliance with antiretroviral 
therapies in patients who are HIV-positive and take Egrifta SV.  In the pivotal trial, all patients had lipodystrophy 
and excess abdominal fat, evidenced by a waist circumference ≥ 95 cm (≥ 94 cm for women) and a waist-to-hip 
ratio ≥ 0.94 (≥ 0.88 for women).  Patients were required to be on a stable antiretroviral regimen for at least 8 
weeks.  Safety and effectiveness of Egrifta SV have been established in patients between 18 and 65 years of 
age. 
 
Other Therapies 
There are no other therapies approved specifically for treatment of HIV-associated lipodystrophy and treatment 
options are limited.2,3  Administration of growth hormone has demonstrated a significant decrease in visceral 
adipose tissue, but also a decrease in subcutaneous adipose tissue, compared with placebo.7  Management 
strategies for lipodystrophy include:  switching antiretroviral therapy, exercise and diet, cosmetic procedures 
(e.g., liposuction, facial fillers), and prevention of lipodystrophy by selection of regimens less likely to cause 
lipohypertrophy.3 

 
Safety 
Because the long-term cardiovascular safety and potential long-term cardiovascular benefit are not established, 
careful consideration should be given whether to continue Egrifta SV treatment in patients who do not show a 
clear efficacy response, as judged by the degree of reduction in visceral adipose tissue measured by waist 
circumference or computerized tomography scan.  In the pivotal studies, efficacy of Egrifta SV was assessed at 
Week 26.  Because Egrifta SV induces the release of endogenous growth hormone (a known growth factor) and 
increases serum IGF-1, the benefits of treatment should be weighed against the increased risk of malignancies 
patients who are HIV-positive.  Since the effect of prolonged IGF-1 elevations on the development or progression 
of malignancies is unknown, monitor IGF-1 levels closely during Egrifta SV therapy and consider discontinuation 
in patients with persistent elevations of IGF-1 levels (e.g., > 3 standard deviation scores), especially if the patient 
has not experienced a robust response.  Egrifta SV should be used with caution in patients who develop glucose 
intolerance or diabetes; discontinuation of therapy should be considered for patients who do not show a clear 
efficacy response. 
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