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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable 

Orilissa™ (elagolix) 

Medical Benefit  Effective: 7/1/22 

Pharmacy- Formulary 1 x Next Review: 3/23 

Pharmacy- Formulary 2 x Date of Origin: 12/18 

Pharmacy- Formulary 3/Exclusive x Review Dates: 9/18, 3/20, 3/21, 4/22 

Pharmacy- Formulary 4/AON x 

 

I. Medication Description 

 

Orilissa (elagolix) is an oral reversible gonadotropin-releasing hormone (GnRH) receptor antagonist that inhibits 

endogenous GnRH signaling by binding competitively to GnRH receptors in the pituitary gland.  

Elagolix administration results in dose-dependent suppression of luteinizing hormone (LH) and follicle-

stimulating hormone (FSH), leading to decreased blood concentrations of the ovarian sex hormones, estradiol 

and progesterone.[63387] Estrogen plays an important role in the pathophysiology of endometriosis; estrogen 

promotes endometrial tissue proliferation and peritoneal implantation of endometrial tissue, and stimulates 

inflammation. The clinical result of the actions of elagolix is a reduction in the proliferation of endometrial tissue 

and subsequently, pain related to the disease. 

 

II. Position Statement 

 

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

request.  

 

III. Policy 

 

 Coverage of Orilissa is provided in accordance with the following criteria: 

• Member is 18 years of age or older AND 

• The medication is prescribed by or in consultation with an obstetrician-gynecologist AND 

• Member has been diagnosed with endometriosis AND 

• The medication is requested for the treatment of moderate or severe pain associated with 
endometriosis, which may include endometriosis-related dyspareunia AND 

• Member experienced a therapeutic failure or intolerance with at least one nonsteroidal anti-
inflammatory drug (NSAID) AND 

• Member experienced a therapeutic failure or intolerance to a contraceptive agent (e.g. a combined 
hormonal contraceptive or a progestin) AND 

• Member is not concurrently receiving a gonadotropin-releasing hormone agonist (e.g. Lupron). 
 

IV. Quantity Limitations 

  

 Coverage is available for quantities sufficient to allow FDA-approved dosing and duration of treatment: 

• 150 mg tablet: 28 tablets per 28 days 

• 200 mg tablet: 56 tablets per 28 days 
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V. Coverage Duration 

 

Initial coverage is available for up to 6 months. 

 

VI. Coverage Renewal Criteria 

 

Coverage can be renewed for members using the 150 mg daily dose for up to a total of 24 months therapy, 
according to the following: 

• Member does not have a moderate or worse level of hepatic insufficiency (e.g., Child-Pugh B or C) AND  

• Clinically effective decrease in pain has been documented 
 

VII. Billing/Coding Information 

 

 Orilissa is available as tablets: 

• 150 mg: total of 28 tablets are packaged in a carton that provides the drug product for 4 weeks 

• 200 mg: total of 56 tablets are packaged in a carton that provides the drug product for 4 weeks 

 

VIII. Summary of Policy Changes 

  

• 12/1/18: new policy 

• 3/28/19: no policy changes 

• 5/1/20: no policy changes 

• 5/28/21: initial: added requirement that has tried a NSAID as well as a contraceptive; renewal: removed 

renewal requirement for surgery review and BMD check 

• 7/1/22: no policy changes 
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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. 


