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HELPING YOUR PATIENTS UNDERSTAND ORILISSA FOR  
ENDOMETRIOSIS PAIN
If you’re considering ORILISSA for the treatment of moderate to severe endometriosis pain, this content can help 
facilitate your discussion with patients and answer some questions they may have. It’s important to ensure they 
understand why they are being prescribed ORILISSA at this time.1 

When discussing ORILISSA with your patients, you should:

To start off, let them know ORILISSA is the only FDA-approved pill specifically proven to relieve moderate to 
severe endometriosis pain.1

INTRODUCE ORILISSA

INDICATION
ORILISSA® (elagolix) is indicated for the management of moderate to severe pain associated with endometriosis.

SAFETY CONSIDERATIONS
•  ORILISSA is contraindicated in women who are pregnant, women with known osteoporosis, women with severe hepatic 

impairment, or in women taking strong organic anion transporting polypeptide (OATP) 1B1 inhibitors such as cyclosporine  
and gemfibrozil.

•  ORILISSA causes a dose-dependent decrease in bone mineral density (BMD), which is greater with increasing duration of use and 
may not be completely reversible. Consider assessment of BMD in patients with a history of fracture or other risk factors for bone 
loss, and do not use in women with known osteoporosis. Limit the duration of use to reduce the extent of bone loss.

•  Ability to recognize pregnancy may be reduced due to changes in menstrual bleeding. Perform a pregnancy test if pregnancy is 
suspected and discontinue ORILISSA if pregnancy is confirmed.

•  Suicidal ideation and suicidal behavior, including one completed suicide, have occurred. ORILISSA users had a higher incidence 
of depression and mood changes compared to placebo and ORILISSA users with a history of suicidality or depression had an 
increased incidence of depression. Promptly evaluate patients with depressive symptoms to determine if risks of continued 
therapy outweigh the benefits. Refer patients with new or worsening depression, anxiety, or other mood changes to a mental 
health professional and re-evaluate risks and benefits of continuing ORILISSA.

•  Dose-dependent elevations of serum alanine aminotransferase (ALT) were observed. Use the lowest  
effective dose and promptly evaluate patients with elevations in liver tests to determine whether the 
benefits of continued therapy outweigh the risks.

•  Estrogen-containing contraceptives are expected to reduce the efficacy of ORILISSA. Advise women to 
use non-hormonal contraceptives during treatment and for one week after discontinuing ORILISSA.
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WHAT IS ORILISSA?

SAFETY CONSIDERATIONS
•  ORILISSA is contraindicated in women who are pregnant, women with known osteoporosis, women with severe hepatic impairment, or 

in women taking strong organic anion transporting polypeptide (OATP) 1B1 inhibitors such as cyclosporine and gemfibrozil.

Improvement in dysmenorrhea and NMPP was measured as a decrease in level of pain and its impact on daily activities.1

*Statistical significance for dyspareunia was not achieved with the 150 mg QD dose of ORILISSA.

ORILISSA IS PROVEN TO REDUCE THE 3 MOST COMMON TYPES OF ENDOMETRIOSIS PAIN1:

 DYSMENORRHEA 

 NON-MENSTRUAL PELVIC PAIN (NMPP) 

 DYSPAREUNIA*

1

2

3

As you discuss details of ORILISSA treatment with your patient, you may want to use your own analogies, examples, 
and experience to help them retain this information. 
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EXPLAINING WHY ORILISSA WORKS FOR ENDOMETRIOSIS PAIN
ORILISSA IS DIFFERENT THAN MANY OTHER TREATMENT OPTIONS FOR ENDOMETRIOSIS PAIN1

KEY POINTS TO SHARE WITH YOUR PATIENTS1,7,8:

• ORILISSA does not contain hormones
• They should take ORILISSA every day, even if they’re feeling better
•  If they miss a dose, they should take it as soon as they remember, as long as it is on the same day, and then keep taking 

it at the same time as they normally do
•  If they need to stop treatment, their estrogen levels should return to normal within 24 to 48 hours

SAFETY CONSIDERATIONS
•  ORILISSA is contraindicated in women who are pregnant, women with known osteoporosis, women 

with severe hepatic impairment, or in women taking strong organic anion transporting polypeptide 
(OATP) 1B1 inhibitors such as cyclosporine and gemfibrozil.

ORILISSA may be appropriate for patients with unresolved endometriosis pain who have failed first-line medical 
management options such as one course of birth control or NSAIDs1,5,6

NSAIDs=nonsteroidal anti-inflammatory drugs.

FEATURES TO CONSIDER:

ORILISSA is different because it’s a pill that comes  
in 2 doses, each of which dials down estrogen to  
a different level.1

Pills pictured are not actual size.

150 mg
once/day

200 mg
twice/day
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ORILISSA WAS WIDELY STUDIED AND HAS OVER A YEAR OF  
PATIENT EXPERIENCE1

OVER 10,000 HCPs HAVE ALREADY PRESCRIBED  
ORILISSA FOR MORE THAN 30,000 PATIENTS1,9,10†

   † These data reflect the number of HCPs who have prescribed and the number of women prescribed since ORILISSA was FDA-approved. 
Data were sourced as of September and October 2019, respectively.

* There are 2 different doses of ORILISSA: 150 mg (taken once a day) and 200 mg (taken twice a day). 

1686  
women

with moderate to 
severe endo pain

taking 1 of  
2 doses*  

compared with placebo

ages 18  
to 49

SAFETY CONSIDERATIONS 
•     The 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.

After starting ORILISSA, consider scheduling 2 follow-up appointments—one in 
4-6 weeks to check in after they have started ORILISSA, and one in 3 months to 
evaluate how ORILISSA is working for them. 
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INDICATION
ORILISSA® (elagolix) is indicated for the management of moderate  
to severe pain associated with endometriosis.
IMPORTANT SAFETY INFORMATION
CONTRAINDICATIONS
•  ORILISSA is contraindicated in women who are pregnant (exposure 

to ORILISSA early in pregnancy may increase the risk of early 
pregnancy loss), in women with known osteoporosis or severe 
hepatic impairment, or with concomitant use of strong organic anion 
transporting polypeptide (OATP) 1B1 inhibitors (e.g., cyclosporine  
and gemfibrozil).

WARNINGS AND PRECAUTIONS
Bone Loss
•       ORILISSA causes a dose-dependent decrease in bone mineral density 

(BMD), which is greater with increasing duration of use and may not  
be completely reversible after stopping treatment. 

•  The impact of ORILISSA-associated decreases in BMD on long-term 
bone health and future fracture risk is unknown. Consider assessment 
of BMD in patients with a history of low-trauma fracture or other risk 
factors for osteoporosis or bone loss, and do not use in women with 
known osteoporosis. 

•   Limit the duration of use to reduce the extent of bone loss.
Change in Menstrual Bleeding Pattern and Reduced Ability to 
Recognize Pregnancy
•  Women who take ORILISSA may experience a reduction in the amount, 

intensity, or duration of menstrual bleeding, which may reduce the 
ability to recognize the occurrence of pregnancy in a timely manner. 
Perform pregnancy testing if pregnancy is suspected, and discontinue 
ORILISSA if pregnancy is confirmed.

Suicidal Ideation, Suicidal Behavior, and Exacerbation of Mood 
Disorders
•  Suicidal ideation and behavior, including one completed suicide, 

occurred in subjects treated with ORILISSA in the endometriosis  
clinical trials.

•  ORILISSA users had a higher incidence of depression and mood 
changes compared to placebo and ORILISSA users with a history of 
suicidality or depression had an increased incidence of depression. 
Promptly evaluate patients with depressive symptoms to determine 
whether the risks of continued therapy outweigh the benefits. Patients 
with new or worsening depression, anxiety, or other mood changes 
should be referred to a mental health professional, as appropriate.

•  Advise patients to seek immediate medical attention for suicidal 
ideation and behavior. Reevaluate the benefits and risks of continuing 
ORILISSA if such events occur.

Hepatic Transaminase Elevations
•  In clinical trials, dose-dependent elevations of serum alanine 

aminotransferase (ALT) at least 3 times the upper limit of the  
reference range occurred with ORILISSA.

•  Use the lowest effective dose and instruct patients to promptly 
seek medical attention in case of symptoms or signs that may 
reflect liver injury, such as jaundice.

•  Promptly evaluate patients with elevations in liver tests to 
determine whether the benefits of continued therapy outweigh  
the risks.

Reduced Efficacy with Estrogen-Containing Contraceptives
•  Based on the mechanism of action of ORILISSA, estrogen-

containing contraceptives are expected to reduce the efficacy 
of ORILISSA. The effect of progestin-only contraceptives on the 
efficacy of ORILISSA is unknown.

•  Advise women to use non-hormonal contraceptives during 
treatment and for one week after discontinuing ORILISSA.

ADVERSE REACTIONS
•  The 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.

These are not all the possible side effects of ORILISSA.  
Safety and effectiveness of ORILISSA in patients less than 18 years  
of age have not been established. 
Please see full Prescribing Information at  
http://www.rxabbvie.com/pdf/orilissa_pi.pdf.
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ORILISSA HAS A WELL-CHARACTERIZED SAFETY PROFILE  
YOUR PATIENTS SHOULD UNDERSTAND THAT ORILISSA WORKS BY LOWERING ESTROGEN LEVELS, WHICH CAN CAUSE CERTAIN 
SIDE EFFECTS. HERE ARE SOME SIDE EFFECTS THEY MAY WANT MORE INFORMATION ON:

*The safety of ORILISSA was evaluated in 2 six-month clinical trials in which 952 women were treated with ORILISSA (475 with 150 mg once daily and 477  
with 200 mg twice daily) and 734 were treated with placebo.1

†Mild/moderate were definitions used by the investigator to rate the severity of each adverse event. Mild was defined as transient and easily tolerated by the subject.
 Moderate was defined as causing the subject discomfort and interrupting the subject’s usual activities.16

‡This is not the only side effect that caused women to stop taking ORILISSA.1
§2090 women were treated with ORILISSA in the phase 2 and phase 3 studies.1

Hot flushes or night sweats1,6

•  In clinical trials, 24% (n=119) of women taking ORILISSA 150 mg QD and 46% (n=233) of women taking ORILISSA 200 mg BID experienced hot flushes or night sweats*
   –  Hot flushes were mild or moderate for the majority of women who reported them (94%; 303 of 324 women)†

   –  Less than 2% of women stopped taking ORILISSA due to hot flushes‡

Changed menstrual bleeding1

•  With ORILISSA, a patient may have lighter, less frequent, or irregular periods, or no period at all, making it hard to know if she is pregnant
•  Advise patients to watch for other signs of pregnancy such as breast tenderness, weight gain, and nausea
•  There is a pregnancy registry that monitors outcomes in women who become pregnant while treated with ORILISSA. Patients should be encouraged to enroll by 

calling 1-833-782-7241
•  After finishing the 6-month clinical trial, the majority of women who took ORILISSA got their periods within a month (~60%; ~95% got their periods within 6 months)

Bone mineral density (BMD) loss may occur while taking ORILISSA because of lowered estrogen levels1,11-15

•  Bone is a living tissue that can rebuild over the course of a person’s life
•  In women, BMD is naturally reduced during pregnancy and breastfeeding
•  Other conditions and activities, such as endurance exercises (extreme biking, swimming, running, etc), may lead to BMD loss in women because they lower  

estrogen levels
•  Similarly, some medical treatments for endometriosis or the pain associated with it work by lowering estrogen, which can lead to BMD loss
•  In each of these scenarios, BMD may or may not fully recover to previous levels over time 
•  Advise patients to consider taking vitamin D and calcium supplements as part of a healthy lifestyle that promotes bone health
•  If your patient has conditions or takes other medicines that can cause bone loss, or if she has broken a bone with minimal or no injury, consider a DXA scan to 

check her BMD
•  Patients’ bone mineral density may improve after they stop taking ORILISSA, but complete recovery may not occur
•  It is unknown if these bone changes could increase the risk for broken bones with age

Suicidal thoughts, suicidal behavior, and worsening of mood are possible serious side effects of taking ORILISSA1

•  It’s important that patients share any other conditions they have or have had, including depression, as well as any mood problems or suicidal thoughts or behavior 
before starting ORILISSA

•  Patients should contact you right away (or call 911 if it’s an emergency) with any of these symptoms , especially new or worsening symptoms: 
   –  Thoughts about suicide or dying
   –  Try to commit suicide
   –  New or worse depression
•  Out of 2090§ women, 4 experienced suicidal thoughts. 1 woman completed suicide 2 days after she discontinued the ORILISSA 150 mg once-daily dose, after taking 

it for 31 days; life stressors were noted

 –  New or worse anxiety
 –  Other unusual changes in behavior or mood
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GET YOUR PATIENTS STARTED ON ORILISSA

AbbVie offers copay support to eligible, 
commercially insured patients. 90% of 
these patients paid $30 or less.18 These 
patients may pay as low as $5 out of pocket 
when using the ORILISSA copay card†‡

 Use your current access and reimbursement 
support resources such as CoverMyMeds 
(integrated into most EHR systems) to 
expedite access for your patients

Consider starting your patients on samples,  
so they can try ORILISSA immediately while 
awaiting approval of PA requests

 ~85% of insured patients nationwide 
have access* to ORILISSA17

~85%

  * Access means the product is covered and not National Drug Code (NDC) blocked. Restrictions may apply. Coverage varies by channel: commercial, 
89%; Managed Medicaid, 71%; Fee for Service Medicaid, 72%; Department of Defense/Veterans Affairs, 100%.17 

 †Actual out-of-pocket costs for ORILISSA may vary and are determined by individual insurance plan requirements.17 

  ‡ Eligibility: Available to patients with commercial prescription insurance coverage for ORILISSA who meet eligibility criteria. Copay assistance 
program is not available to patients receiving prescription reimbursement under any federal, state, or government-funded insurance programs (for 
example, Medicare [including Part D], Medicare Advantage, Medigap, Medicaid, TRICARE, Department of Defense, or Veterans Affairs programs) or 
where prohibited by law or by the patient’s health insurance provider. If at any time a patient begins receiving prescription drug coverage under any 
such federal, state, or government-funded healthcare program, patient will no longer be able to use the ORILISSA copay card and patient must call 
Ori For Me® at 1-844-OriForMe (1-844-674-3676) and stop use of the copay card. Patients residing in or receiving treatment in certain states may 
not be eligible. Patients may not seek reimbursement for value received from Ori for Me including the copay card from any third-party payers. Offer 
subject to change or discontinuance without notice. Restrictions, including monthly maximums, may apply. This is not health insurance.17

SAFETY CONSIDERATIONS
•  Ability to recognize pregnancy may be reduced due to changes in menstrual bleeding. Perform a pregnancy 

test if pregnancy is suspected and discontinue ORILISSA if pregnancy is confirmed.

© 2019 AbbVie Inc. North Chicago, IL 60064  US-ORIL-190618  October 2019

A prior authorization (PA) may be required, 
and typical criteria are consistent with 
label. PA criteria may vary by health plan 
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Go to Orilissa.com/Savings to download  
the ORILISSA Savings Card and tell her  
to download the Ori for Me® app for even  
more support.
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https://www.orilissa.com/hcp/orilissa-savings/financial-support

