
Myfembree® Uterine Fibroid (UF)/Endometriosis (EM) 
Prior Authorization Criteria Recommendations 

 
General Comments: 

• Recommend prior authorization to reflect the Myfembree label  

• Based on the availability of multiple products with varying formulations and different 
indications, recommend creating separate Myfembree PA forms for UF and EM indications 

o Myfembree is a once-daily fixed-dose combination of relugolix 40 mg, estradiol 1 mg, 
and norethindrone acetate 0.5 mg indicated in premenopausal women for the 
management of1:  

▪ Heavy menstrual bleeding associated with uterine leiomyomas (fibroids) 
▪ Moderate to severe pain associated with endometriosis 

o Oriahnn® is a combination of one morning capsule of elagolix 300 mg, estradiol 1 mg, 
and norethindrone acetate 0.5 mg and one evening capsule of elagolix 300 mg indicated 
for the management of heavy menstrual bleeding associated with uterine leiomyomas 
(fibroids) in premenopausal women.2 

o Orilissa® is indicated for the management of moderate to severe pain associated with 
endometriosis.3 
Table 1. Recommended Dosage and Duration of Use3 

Dosing Regimen 

Maximum 
Treatment 
Duration Coexisting Condition 

Initiate treatment with Orilissa 150 mg 
once daily  

24 months None 

Consider initiating treatment with 
Orilissa 200 mg twice daily 

6 months Dyspareunia 

Initiate treatment with Orilissa 150 mg 
once daily. Use of 200 mg twice daily 
is not recommended. 

6 months Moderate hepatic impairment 
(Child-Pugh Class B) 

 

• Uterine fibroids: 
o According to the 2021 American College of Obstetricians and Gynecologists (ACOG) 

Guidelines, an oral gonadotropin (GnRH) antagonist with hormonal add-back therapy 
can be considered for the treatment of abnormal uterine bleeding associated with 
leiomyomas for up to 2 years (Level B recommendation based on limited or inconsistent 
scientific evidence).4 Combined and progestin-only hormonal contraceptives are 
considered a reasonable option, although there are limited direct data to support their 
effectiveness (Level C recommendation based primarily on consensus and expert 
opinion). 

• Endometriosis: 
o Guidelines on the management of endometriosis were published by ACOG and the 

American Society of Reproductive Medicine (ASRM) in 2010 and 2014, respectively.5,6 
GnRH antagonists were not evaluated for inclusion as they were not available or 
investigational at the time of publication. Given the long lapse of time, the presence of 
newer pharmacologic treatment options should lead to an update to the guidelines. The 
addition of GnRH antagonists to these guidelines would be expected; however no 
further information is available. 

 
  



Suggested criteria for a prior authorization would include:  
1. Is the patient greater than or equal to 18 of age? 

 
2. Is the patient a premenopausal women diagnosed with: 

a. Heavy menstrual bleeding associated with uterine leiomyomas (fibroids)? 
b. Moderate to severe pain associated with endometriosis? 

 
3. Has the patient had inadequate relief or contraindication to a hormonal contraceptive or 

intrauterine device (IUD)?  
 

4. Is the patient pregnant? 
 

5. Will the patient use non-hormonal contraception throughout treatment and for one week 
after discontinuation of treatment? 

 
6. Does the patient have current or history of thrombotic or thromboembolic disorders or an 

increased risk for these events? 
 

7. Is the patient a smoker over the age of 35? 
 

8. Does the provider agree to discontinue treatment if a thrombotic, cardiovascular, or 
cerebrovascular event occurs or if the patient has a sudden unexplained partial or complete 
loss of vision, proptosis (abnormal protrusion of the eye), diplopia (double vision), 
papilledema (optic disc swelling), or retinal vascular lesions? 

 
9. Does the patient have uncontrolled hypertension? 

 
10. Does the provider agree to monitor blood pressure in patients with well-controlled 

hypertension and discontinue treatment if blood pressure rises significantly? 
 

11. Does the patient have osteoporosis? 
 

12. Does the provider agree to advise the patient to seek medical attention for suicidal ideation, 
suicidal behavior, new onset or worsening depression, anxiety, or other mood changes? 

 
13. Does the patient have history of breast cancer or other hormonally-sensitive malignancies? 

 
14. Does the patient have known liver impairment or disease? 

 
15. Does the provider agree to counsel patients on the signs and symptoms of liver injury? 

 
16. Does the patient have undiagnosed abnormal uterine bleeding? 

 
17. Will the cumulative treatment with Oriahnn (UF)/Orilissa (EM) and Myfembree exceed 24 

months during the patient’s lifetime? 
 

18. Is the patient using Myfembree with oral P-gp inhibitors (for example, erythromycin) or 
combined P-gp and strong CYP3A inducers (for example, rifampin)?  

a. If YES, does the patient agree to take Myfembree first and delay the other medication 
by 6 hours? 
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