
ORILISSA (elagolix)® 
Endometriosis is a chronic, estrogen driven disease, that impacts up 
to 10% of women and results when endometrial lesions implant 
outside of the uterus.1,2 Pain is the primary symptom which 
commonly presents as dysmenorrhea (pain during menses), non-
menstrual pelvic pain (pain that occurs outside of menses), and 
dyspareunia (painful sexual intercourse).3  Current endometriosis 
treatment goals include maximization of medical management and 
avoidance of repeat surgical procedures.2, 4-7

Despite available treatment options, 7 out 10 women with 
endometriosis may continue to experience unresolved pain.8

ORILISSA INDICATIONS AND USAGE9

ORILISSA is a gonadotropin-releasing hormone (GnRH) receptor 
antagonist indicated for the management of moderate to severe 
pain associated with endometriosis. 
Limitations of Use: Limit the duration of use based on the dose and 
coexisting condition (refer to Table below) 

DOSAGE FORMS AND STRENGTHS 9

Oral Tablets: 150 mg or 200 mg 

DOSAGE AND ADMINISTRATION 9

ORILISSA tablets may be taken orally as 150 mg once daily or 200 
mg twice daily, with or without food. Exclude pregnancy before 
starting ORILISSA or start ORILISSA within 7 days from the onset of 
menses. Use the lowest effective dose, taking into account the 
severity of symptoms and treatment objectives. 

WARN IN GS  AN D P R EC AUTI ON S 9

• Bone loss:  Dose- and duration-dependent decreases in bone mineral density (BMD) that may not be completely reversible. Assess BMD in 
women with additional risk factors for bone loss

• Reduced ability to recognize  pregnancy:  ORILISSA may alter menstrual bleeding, which may reduce the ability to recognize pregnancy. 
Perform testing if pregnancy is suspected. Discontinue if pregnancy is confirmed.

• Suicidal ideation and mood disorders:  Advise patients to seek medical attention for suicidal ideation, suicidal behavior, new onset or 
worsening depression, anxiety, or other mood changes

• Hepatic transaminase elevations:  Dose-dependent elevations in serum alanine aminotransferase (ALT). Counsel patients on signs and 
symptoms of liver injury.

• Interactions with hormonal contraceptives: use non-hormonal contraception during treatment and for 28 days after discontinuation. 
Coadministration of ORILISSA 200mg BID with an estrogen-containing contraceptive is not recommended because of the potential for
increased estrogen-associated risks. Coadministration with an estrogen-containing contraceptive may reduce the efficacy of ORILISSA. 
Coadministration with progestin-containing oral contraceptives may reduce efficacy of the contraceptive. 

ADVERSE REACTIONS 9

• Most common adverse reactions (>5%) in clinical trials included hot flushes and night sweats, headache, nausea, insomnia, amenorrhea, 
anxiety, arthralgia, depression-related adverse reactions and mood changes.

Copyright© AbbVie 2021. For Informational Purposes Only. Not intended for product promotion. Please consult official complete prescribing information for complete safety 
and use data, available at: http://www.rxabbvie.com.
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Results were similar in Elaris EM-II. 
Dysmenorrhea – Responders at Month 3: 22.7% (Placebo), 43.4% (Elagolix
150mg QD), 72.4% (Elagolix 200mg BID); Mean ∆ from Baseline at Month 
6: -0.52 (Placebo), -1.06 (Elagolix 150mg QD), -1.65 (Elagolix 200mg BID).10

Non-Menstrual Pelvic Pain – Responders at Month 3: 36.5% (Placebo), 
49.8% (Elagolix 150mg QD), 57.8% (Elagolix 200mg BID); Mean ∆ from 
Baseline at Month 6: -0.48 (Placebo), -0.63 (Elagolix 150mg QD), -0.80 
(Elagolix 200mg BID).10

Response in dysmenorrhea and non-menstrual pelvic pain achieved at 12 
months is consistent with response at 6 months.11 There was a significant 
improvement in dyspareunia with the 200 mg BID dose at month 3.10

Co-existing 
Condition

Dosing Regimen Max Treatment 
Duration

None Initiate with 150 mg QD 24 months

Dyspareunia Consider initiating  with 
200 mg BID

6 months

Moderate hepatic 
impairment (Child-
Pugh Class B)

Initiate with 150 mg 
QD. Use of 200 mg BID 
is not recommended.

6 months

ORILISSA (elagol ix )  C l in ical  Program
The ORILISSA (elagolix) endometriosis phase 3 clinical program is the 
largest to date, with two replicate studies (Elaris EM-I and Elaris EM-II) 
that included 1686 women of childbearing age with moderate to severe 
endometriosis associated pain.9-11
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CONTRAINDICATIONS 9

• Pregnancy 
• Known osteoporosis
• Severe hepatic impairment 
• Organic anion transporting polypeptide (OATP) 1B1 inhibitors 

that significantly increase elagolix plasma concentrations
• Hypersensitivity reactions 
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