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SUBMITTING ALETTER
OF MEDICAL NECESSITY

A letter of medical necessity can provide a detailed rationale
for why your patient needs a specific treatment, based on
their medical history

You may provide a letter of medical necessity if:
* Your patient’s claim was denied and you are submitting an appeal letter
* You are requesting a formulary exception or tiering exception to get access for your patient

INDICATION

ORIAHNN® (elagolix, estradiol, and norethindrone acetate capsules; elagolix capsules) is indicated
for the management of heavy menstrual bleeding associated with uterine leiomyomas (fibroids) in
premenopausal women. Use of ORIAHNN should be limited to 24 months due to the risk of continued
bone loss, which may not be reversible.

SAFETY CONSIDERATIONS’

Estrogen and progestin combinations, including ORIAHNN, increase the risk of thrombotic
or thromboembolic disorders, including pulmonary embolism, deep vein thrombosis, stroke,
and myocardial infarction, especially in women at increased risk for these events.

ORIAHNN is contraindicated in women with current or a history
of thrombotic or thromboembolic disorders and in women at

increased risk for these events, including women over
35 years of age who smoke and women with
uncontrolled hypertension.

QUESTIONS?
CALL 1-800-ORIAHNN (1-800-674-2466)

Please see additional Important Safety Information,
including BOXED WARNING on THROMBOEMBOLIC AND

VASCULAR EVENTS, on pages 4-5.
Please click here for Full Prescribing Information.


https://www.rxabbvie.com/pdf/oriahnn_pi.pdf

WRITING A LE R OF MEDICAL NECESSITY

BEFORE YOU GET STARTED, MAKE SURE YOU HAVE THE FOLLOWING FOR
AN EFFICIENT SUBMISSION OF YOUR LETTER OF MEDICAL NECESSITY:

e Patient’s insurance policy/ID number
e Case ID number if a decision has already been rendered
e Patient’s full name, plan identification number, and date of birth

e A brief medical history, including diagnosis, test results (ie, DXA bone density scan, if required),
allergies, existing comorbidities, and International Classification of Diseases (ICD) code(s)

e Clinical support for your recommendation

e Your office contact information

THE LETTER OF MEDICAL NECESSITY MAY BE DOWNLOADED
ONLINE OR COME FROM THE PAYER

\L Download and complete the online template from
OriahnnHCP.com/letter-of-medical-necessity-sample-template

OR

Complete the patient’s payer version of the letter of medical
necessity if available

As you navigate through the template, please fill in information based on your clinical assessment
for your specific patient. Be sure to also include any other pertinent information for your patient.

Digital version available at
OriahnnHCP.com/letter-of-medical-necessity-sample-template
Please open file on PC only to ensure usability

DXA, dual-energy X-ray absorptiometry.

SAFETY CONSIDERATIONS’

ORIAHNN may cause a decrease in bone mineral density (BMD), which is greater with increasing
duration of use and may not be completely reversible after stopping treatment. Assessment

of BMD by dual-energy X-ray absorptiometry (DXA) is recommended at baseline and periodically
thereafter. Limit the duration of use to 24 months to reduce the extent of bone loss.

This information is presented for informational purposes only and is not intended to provide reimbursement or legal advice. Providers are encouraged to
contact third-party payers for specificinformation about their coverage policies.
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SAMPLE LETTERVOF MEDICAL NECESSITY

Before completing the template, ask the payer whether a specific form is
required to help establish medical necessity.

[Date]

[Payer Name]

[Payer Address]

Attn: [Appeals Department]
Re: [Patient Name]

[Policy ID/Group Number]
[Date of Service]

To whom it may concern:

My name is [name] and | am a [board-certified medical specialty] [NPI] writing on behalf of my patient, [patient
name], to request coverage for [product, dosage, and frequency]. [Patient Name] has been under my care for
[X] months for the treatment of [disease or symptoms].

| am writing this letter for medical necessity because, after working with [patient name], | believe that [product
name] is the best treatment for this patient, and it's important that a formulary exception be made.

[Provide a brief medical history, including diagnosis, allergies, existing comorbidities, and International
Classification of Diseases (ICD) code(s)].

[Discuss rationale for using <product name> vs other treatments. Insert your recommendation summary here,
including your professional opinion of your patient’s likely prognosis or disease progression without treatment.]

[List of pertinent medical records] are enclosed, which offer additional support for the formulary exception request
for [product name]. Please consider coverage of [product name] for my patient.

Please contact me at [telephone number] to answer any pending questions. | would be pleased to speak to the
medical necessity of [product name] for [patient’s name]’s [diagnosis].

Thank you in advance for your attention to this request.

Sincerely,

[Physician name and signature]
[Physician’s medical specialty]
[Physician’s NPI]

[Physician’s practice name]
[Phone #]

[Fax #]

Please see Important Safety Information, ‘..O r| a h n n®
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INDICATION A

IMPORTANT SAFETY INFORMATION

INDICATION'

ORIAHNNE® (elagolix, estradiol, and norethindrone
acetate capsules; elagolix capsules) is indicated for the
management of heavy menstrual bleeding associated
with uterine leiomyomas (fibroids) in premenopausal
women. Use of ORIAHNN should be limited to 24
months due to the risk of continued bone loss, which
may not be reversible.

IMPORTANT SAFETY INFORMATION'
THROMBOEMBOLIC AND VASCULAR EVENTS

Estrogen and progestin combinations, including
ORIAHNN, increase the risk of thrombotic or
thromboembolic disorders, including pulmonary
embolism, deep vein thrombosis, stroke, and
myocardial infarction, especially in women at
increased risk for these events.

ORIAHNN is contraindicated in women with current or
a history of thrombotic or thromboembolic disorders
and in women at increased risk for these events,
including women over 35 years of age who smoke and
women with uncontrolled hypertension.

CONTRAINDICATIONS

e ORIAHNN is contraindicated in women at a high risk
of arterial, venous thrombotic, or thromboembolic
disorders; who are pregnant; with known
osteoporosis; current or history of breast cancer
or other hormonally sensitive malignancies; known
hepatic impairment or disease; undiagnosed
abnormal uterine bleeding; known anaphylactic
reaction, angioedema, or hypersensitivity to
ingredients of ORIAHNN; or with concomitant use of
organic anion transporting polypeptide (OATP) 1B1
inhibitors that are known or expected to significantly
increase elagolix plasma concentrations.

WARNINGS AND PRECAUTIONS

Thromboembolic Disorders and Vascular Events

e ORIAHNN is contraindicated in women with current
or a history of thrombotic or thromboembolic
disorders and in women at increased risk for these
events. Components of ORIAHNN increase the risk of
thrombotic or thromboembolic disorders, including
pulmonary embolism, deep vein thrombosis, stroke,
and myocardial infarction, especially in women at
high risk for these events. In general, the risk is
greatest among women over 35 years of age who
smoke, and women with uncontrolled hypertension,
dyslipidemia, vascular disease, or obesity.

e Discontinue ORIAHNN if an arterial or venous
thrombotic, cardiovascular, or cerebrovascular event
occurs. If feasible, discontinue ORIAHNN at least 4 to
6 weeks before surgery of the type associated with
an increased risk of thromboembolism, or during
periods of prolonged immobilization. Stop ORIAHNN

Please see additional Important Safety Information
continued on page 5.

Please click here for Full Prescribing Information.

if there is sudden, unexplained partial or complete
loss of vision, proptosis, diplopia, papilledema, or
retinal vascular lesions and evaluate for retinal vein
thrombosis immediately.

Bone Loss

¢ ORIAHNN is contraindicated in women with known
osteoporosis. ORIAHNN may cause a decrease in
bone mineral density (BMD) in some patients, which
is greater with increasing duration of use and may not
be completely reversible after stopping treatment.

¢ The impact of ORIAHNN-associated decreases in BMD
on long-term bone health and future fracture risk is
unknown. Consider the benefits and risks of ORIAHNN
in patients with a history of low-trauma fracture or
other risk factors for osteoporosis or bone loss,
including those taking medications that may decrease
BMD (e.g., systemic or chronic inhaled corticosteroids,
anticonvulsants, or proton pump inhibitors).

¢ Assessment of BMD by dual-energy X-ray
absorptiometry (DXA) is recommended at baseline
and periodically thereafter. Consider discontinuing
ORIAHNN if the risk associated with bone loss
exceeds the potential benefit of treatment. Limit the
duration of use to 24 months to reduce the extent of
bone loss.

Hormonally Sensitive Malignancies

¢ ORIAHNN is contraindicated in women with current or
a history of breast cancer and in women at increased
risk for hormonally sensitive malignancies, such as
those with mutations in BRCA genes.

¢ The use of estrogen alone and estrogen plus
progestin has been reported to resultin anincreasein
abnormal mammograms requiring further evaluation.
Surveillance measures, such as breast examinations
and regular mammography, are recommended.
Discontinue ORIAHNN if a hormonally sensitive
malignancy is diagnosed.

Suicidal Ideation, Suicidal Behavior,

and Exacerbation of Mood Disorders

¢ Depression, depressed mood, and/or tearfulness
were reported at a higher incidence in women taking
ORIAHNN (3%) compared with placebo (1%) in the
Phase 3 clinical trials. Suicidal ideation and behavior,
including a completed suicide, occurred in women
treated with lower doses of elagolix in clinical trials
conducted for a different indication.

* 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.
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INDICATION A

IMPORTANT SAFETY INFORMATION (contp)

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

Hepatic Impairment and Transaminase Elevations

¢ ORIAHNN is contraindicated in women with known
hepatic impairment or disease.

e Transaminase elevations in alanine aminotransferase
(ALT) and aspartate aminotransferase (AST)
occurred with ORIAHNN in Phase 3 clinical trials. No
pattern in time to onset of these liver transaminase
elevations was identified. Transaminase levels
returned to baseline within 4 months after peak
values in these patients.

e Instruct patients to promptly seek medical attention
in case of symptoms or signs that may reflect liver
injury, such as jaundice.

Elevated Blood Pressure

e ORIAHNN is contraindicated in women with
uncontrolled hypertension. Maximum mean increases
in systolic blood pressure occurred at Month 5, and a
mean maximum increase in diastolic blood pressure
occurred at Month 4 in ORIAHNN-treated women,
as compared to placebo-treated women.

e For women with well-controlled hypertension, continue
to monitor blood pressure and stop ORIAHNN if blood
pressure rises significantly. Monitor blood pressure
in normotensive women treated with ORIAHNN.

Gallbladder Disease or History of

Cholestatic Jaundice

e Studies among estrogen users suggest a small
increased relative risk of developing gallbladder
disease. For women with a history of cholestatic
jaundice associated with past estrogen use or with
pregnancy, assess the risk-benefit of continuing
therapy. Discontinue ORIAHNN if jaundice occurs.

Change in Menstrual Bleeding Pattern and Reduced

Ability to Recognize Pregnancy

* ORIAHNN may delay the ability to recognize the
occurrence of a pregnancy because it may reduce the
intensity, duration, and amount of menstrual bleeding.
Perform pregnancy testing if pregnancy is suspected
and discontinue ORIAHNN if pregnancy is confirmed.

* The effect of hormonal contraceptives on the efficacy
of ORIAHNN is unknown. Advise women to use
non-hormonal contraception during treatment and
for 28 days after discontinuing ORIAHNN.

Effects on Carbohydrate and Lipid Metabolism

* ORIAHNN may decrease glucose tolerance and result
in increased glucose levels. More frequent monitoring
in ORIAHNN-treated women with prediabetes and
diabetes may be needed.

¢ Inwomen with preexisting hypertriglyceridemia,
estrogen therapy may be associated with elevations
of plasma triglycerides leading to pancreatitis.
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Use of elagolix is associated with increases in total
cholesterol, low-density lipoprotein cholesterol (LDL-C),
high-density lipoprotein cholesterol (HDL-C), and
serum triglycerides. Monitor lipid levels and consider
discontinuing ORIAHNN if hypercholesterolemia or
hypertriglyceridemia worsens.

Alopecia

e In Phase 3 clinical trials, more women experienced
alopecia, hair loss, and hair thinning with ORIAHNN
(3.5%) compared to placebo (1.0%). In almost
one-third of affected ORIAHNN-treated women,
alopecia was the reason for discontinuing treatment.
No specific pattern was described. In the majority
of these women, hair loss was continuing when
ORIAHNN was stopped. Whether the hair loss is
reversible is unknown. Consider discontinuing
ORIAHNN if hair loss becomes a concern.

Effect on Other Laboratory Results

* The use of estrogen and progestin combinations
may raise serum concentrations of binding proteins
(e.g., thyroid-binding globulin, corticosteroid-
binding globulin), which may reduce the free
thyroid or corticosteroid hormone levels. Patients
with hypothyroidism and hypoadrenalism may
require higher doses of thyroid hormone or cortisol
replacement therapy, respectively.

¢ The use of estrogen and progestin may also affect the
levels of sex hormone-binding globulin, coagulation
factors, lipids, and glucose.

RISK OF ALLERGIC REACTIONS DUE TO THE
INACTIVE INGREDIENT (FD&C YELLOW NO. 5)

¢ ORIAHNN contains FD&C Yellow No. 5 (tartrazine),
which may cause allergic-type reactions (including
bronchial asthma) in certain susceptible persons.
Although the overall incidence of FD&C Yellow No. 5
(tartrazine) sensitivity in the general population is low,
itis frequently seen in patients who also have aspirin
hypersensitivity.

ADVERSE REACTIONS

¢ Most common adverse reactions occurring in 25%
of women receiving ORIAHNN in clinical trials were
hot flush, headache, fatigue, and metrorrhagia.

These are not all of the possible side effects
of ORIAHNN.

Safety and effectiveness of ORIAHNN in pediatric
patients have not been established.

Reference: 1. ORIAHNN [package insert]. North Chicago, IL: AbbVie Inc.

Please click here for Full Prescribing Information.
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