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Orilissa (elagolix) 
 

 
Override(s) Approval Duration 
Prior Authorization 
Quantity Limit 

Initial Requests: 6 months 
Continued Therapy Requests: 6 months 
Total approval duration should not exceed 24 
months (2 years). 

 
 
Medications Quantity Limit 
Orilissa (elagolix) May be subject to quantity limit 

 
APPROVAL CRITERIA 
 
Initial requests for Orilissa (elagolix) may be approved if the following criteria are met: 
 

I. Individual is female age 18 or over; AND 
II. Individual has moderate or severe endometriosis-associated pain; 

 
 AND 
III. Individual has had a trial (medication samples/coupons/discount cards are excluded 

from consideration as a trial) and inadequate response or intolerance to both of the 
following agents or has a contraindication (ACOG 2010): 

A.    Nonsteroidal anti-inflammatory drugs (NSAIDs); AND  
B. Hormonal contraceptives;  

OR 
C. Progestins (oral or depot (e.g. norethindrone, medroxyprogesterone));  

    
 AND 
IV. Individual has not previously received an elagolix-containing product (Orilissa or 

Oriahnn); OR 
V. Individual has utilized elagolix-containing products (Orilissa, Oriahnn) for a combined 

total duration of less than 24 months in their lifetime; OR 
VI. Individual is using high dose (200 mg twice daily) or has moderate hepatic impairment 

(Child-Pugh class B),and has utilized Orilissa (elagolix) for a combined total duration of 
less than 6 months in their lifetime. 

 
Continuation requests for Orilissa (elagolix) may be approved if the following criteria are met: 
 

I. Individual has experienced a clinically significant improvement in endometriosis-
associated pain; AND 

II. One of the following:  
A. Individual has utilized elagolix-containing products (Orilissa, Oriahnn) for a 

combined total duration of less than 24 months in their lifetime; OR 
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B. Individual has moderate (Child-Pugh Class B) hepatic impairment and has used 
Orilissa for a combined total duration of less than 6 months during lifetime; OR 

C. Individual has utilized Orilissa (elagolix) 200 mg for a combined total duration of less 
than 6 months during lifetime. 

 
 
 
 
Requests for Orilissa (elagolix) may not be approved for the following: 
 

I. Individual has osteoporosis; OR  
II. Individual has severe hepatic impairment (Child-Pugh class C); OR 

III. Individual is requesting in combination with hormonal contraceptives; OR 
IV. Individual is requesting in combination with contraindicated agents, including, but not 

limited to, strong OATP1B1 inhibitors (for example: cyclosporine or gemfibrozil); OR 
V. Individual has used elagolix-containing products (Orilissa, Oriahnn) for a combined total 

of 24 months or more per lifetime. 
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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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