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INDICATION
BESREM i is indicated for:

The treatment of adults with polycythemia vera.
The treatment of adults with essential thrombocythemia.

IMPORTANT SAFETY INFORMATION

WARNING: RISK OF SERIOUS DISORDERS

Interferon alfa products may cause or aggravate fatal or life-threatening neuropsychiatric,
autoimmune, ischemic, and infectious disorders. Patients should be monitored closely with periodic
clinical and laboratory evaluations. Therapy should be withdrawn in patients with persistently severe
or worsening signs or symptoms of these conditions. In many, but not all cases, these disorders resolve
after stopping therapy.

CONTRAINDICATIONS

Existence of or history of severe depression, suicidal ideation, or suicide attempt
Hypersensitivity to interferons or any inactive ingredients

Moderate or severe hepatic impairment

History or presence of active serious or untreated autoimmune disease

Immunosuppressed transplant recipients

Please see additional Important Safety Information throughout and full Prescribing Information,
including Boxed Warning.



https://us.pharmaessentia.com/downloads/Besremi_USPI_ENG.pdf

BESREMi Is an Innovative Monopegylated Interferon

Product Information

Product Name: BESREMi Pen (ropeginterferon alfa-2b-njft)
How Supplied: 500 mcg cartridge in a single-use pen device
* NDC code: 73536-511-01

* Package contents: Each pack contains 1 single-use pen and 1 injection needle

Storage and Handling
» Store in a refrigerator (between 36 °F to 46 °F [2 °C to 8 °C]) in the original carton to protect from light

* Do not freeze

BESREMi Is a Pharmacy Benefit

¢ |t is not a buy-and-bill product since it is self-administered
e There is no J-code for BESREMi

IMPORTANT SAFETY INFORMATION (continued)
WARNINGS AND PRECAUTIONS

Depression and Suicide: Closely monitor patients for any symptoms of psychiatric disorders and, if needed, consider
psychiatric consultation and treatment or dosage modifications as listed in the full prescribing information.

Endocrine Toxicity: Do not use BESREMi in patients with active serious or untreated endocrine disorders associated
with autoimmune disease. Evaluate thyroid function in patients who develop symptoms suggestive of thyroid
disease during BESREMi therapy. Discontinue BESREMi in patients who develop endocrine disorders that cannot be
adequately managed during treatment with BESREM.i.

Cardiovascular Toxicity: Patients with a history of cardiovascular disorders should be closely monitored for
cardiovascular toxicity during BESREMi therapy. Avoid use of BESREMI in patients with severe or unstable
cardiovascular disease or recent stroke or myocardial infarction.

Decreased Peripheral Blood Counts: Monitor complete blood counts at baseline, during titration, and every 3-6
months during the maintenance phase.

Pancreatitis/Colitis/Pulmonary Toxicity: Interrupt BESREMi treatment in patients with possible pancreatitis, colitis,
or pulmonary toxicity and evaluate promptly. Consider discontinuation of BESREMi in patients with confirmed
pancreatitis or who show signs or symptoms of serious ulcerative or hemorrhagic colitis, or who develop pulmonary
infiltrates or pulmonary function impairment.

Ophthalmologic Toxicity: Advise patients to have eye examinations before and during treatment. Discontinue
BESREMi in patients who develop new or worsening eye disorders.

Hyperlipidemia/Hepatotoxicity/Renal Toxicity: Monitor serum triglycerides, liver enzymes, hepatic function,

and serum creatinine at baseline and during therapy. Avoid use of BESREMi in patients with eGFR <30 mL/min.
Discontinue BESREMI in patients with persistently marked elevated triglycerides, evidence of hepatic
decompensation, or if renal impairment develops during treatment.

Dental and Periodontal Toxicity: Patients should have good oral hygiene and regular dental examinations.

Please see additional Important Safety Information throughout BESREMiPen

and full Prescribing Information, including Boxed Warning. (ropegmterfer()ﬂalfa—?b—p}ft)
INJECTION



https://us.pharmaessentia.com/downloads/Besremi_USPI_ENG.pdf

BESREMi Pen Is Available Through An Established Network

BESREMi is available through:
* Medically Integrated Pharmacies (MIPs), which include Authorized Health Systems and Eligible GPO members
* Our Limited Specialty Pharmacy (SP) network

PharmaEssentia Oncology GPO Partners Include:
* AllyGPO * ION * Onmark * Unity * VitalSource™

Specialty Distributors Include:

* ASD Healthcare

» BioCareSD

» Cardinal SPD

* McKesson Plasma and Biologics (MPB)

* McKesson Specialty Care Distribution (MSH)
* Oncology Supply

If BESREMi is not available to order through your preferred specialty distributor (SD), contact the SD directly
for ordering support.

Limited Specialty Pharmacy Network

Specialty pharmacy contact information N

Name Phone Fax Website
Biologics 800-850-4306 800-823-4506 biologics.mckesson.com
Onco360 877-662-6633 877-662-6355 onco360.com

IMPORTANT SAFETY INFORMATION (continued)
WARNINGS AND PRECAUTIONS (continued)

Dermatologic Toxicity: Consider discontinuation of BESREMi if clinically significant dermatologic
toxicity occurs.

Driving and Operating Machinery: BESREMi may impact the ability to drive and use machinery. Patients should
not drive or use heavy machinery until they know how BESREMi affects their abilities. Patients who experience
dizziness, somnolence, or hallucination during BESREMi therapy should avoid driving or using machinery.

Embryo-Fetal Toxicity: Based on the mechanism of action, BESREMi can cause fetal harm when administered to
a pregnant woman. Obtain a pregnancy test in females of reproductive potential prior to initiating treatment with
BESREMI. Advise females of reproductive potential to use an effective method of contraception during treatment
with BESREMi and for at least 8 weeks after the final dose. Advise women not to breastfeed during treatment
and for 8 weeks after the final dose.

Please see additional Important Safety Information throughout BESREMi Pen

and full Prescribing Information, including Boxed Warning. (ropeginterferonalfa-20-nit)
INJECTION



https://us.pharmaessentia.com/downloads/Besremi_USPI_ENG.pdf
tel:8008504306
http://biologics.mckesson.com
tel:8776626633
http://onco360.com

Personalized Patient Support Services

Eligible patients with private insurance may pay as little as $0 through the BESREMi
Copay and Coinsurance Assistance Program.* The program covers copay, coinsurance,
@— or deductible expenses for those who qualify.

Your Patients May Be Eligible if They Meet Requirements, Such as:

* Having commercial (private) insurance that covers BESREMi
* Residing in the United States or a US territory
* Having a valid prescription for BESREMi from a US physician

Go to BESREMiCopay.com, complete the 4-step verification process, and access the savings program instantly.

*Restrictions apply and are subject to change. Not available to patients with prescription insurance plans through any federal or state healthcare programs, including
but not limited to Medicare, Medicaid, TRICARE, and Veterans Health Administration. This offer is not valid for cash-paying patients, where BESREMi is not covered by
the patient’s commercial insurance, or where the plan reimburses patients for the entire cost of BESREMi. Visit BESREMiCopay.com for full details.

PharmaEssentia SOURCE™ can help guide your patients through the access and
reimbursement process and offer personalized support throughout treatment.

PharmaEssentia SOURCE contact information ‘

Phone Fax Email Website

800-700-5053 800-700-5065 info@pharmaessentiasource.com PharmaEssentiaSOURCE.com/HCP

Over 90% of Patients Who Enroll in PharmaEssentia SOURCE Successfully Start BESREMi'

tBased on SOURCE enrollment data as of June 2024.

PharmaEssentia Call 800-700-5053 between 8:00 AM and

SQU RCE 8:00 PM ET, Monday through Friday or visit

i 1
Your resource for patient support & education pharmaessentiasource.com to enroll today!

ADVERSE REACTIONS
The most common adverse reactions reported in >40% of patients with polycythemia vera were influenza-like illness,
arthralgia, fatigue, pruritus, nasopharyngitis, and musculoskeletal pain.

The most common adverse reactions reported in >30% of patients with essential thrombocythemia were aspartate
aminotransferase increased (44%), alanine aminotransferase increased (43%), and fatigue (31%).

DRUG INTERACTIONS

Patients on BESREMi who are receiving concomitant drugs which are CYP450 substrates with a narrow therapeutic
index should be monitored to inform the need for dosage modification. Avoid use with myelosuppressive agents,
narcotics, hypnotics, or sedatives, and monitor patients receiving the combination for effects of excessive CNS toxicity.

To report SUSPECTED ADVERSE REACTIONS, contact PharmaEssentia at_ 1-800-999-2449 or FDA at
1-800-FDA-1088 or www.fda.gov/medwatch.

Please see additional Important Safety Information throughout and full Prescribing Information,
including Boxed Warning.
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