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KOSELUGO® (selumetinib)

Product Indicationt

Koselugo is indicated for the treatment of pediatric patients 2 years of age and older with neurofibromatosis type 1 (NF1) who have symptomatic,

inoperable plexiform neurofibromas (PN).
28-count bottles 60-count bottles
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PHARMACY BENEFIT COVERAGE?

Pharmacy benefits cover self-administered prescription medicines including oral, topical, and self-injectable medications. Most insurance
companies cover Koselugo under the pharmacy benefit.

Prescribing Koselugo

Koselugo is available via prescription either through a sole contracted specialty pharmacy or through one of our authorized specialty distributors:
SOLE CONTRACTED SPECIALTY PHARMACY
(, Onco
AUTHORIZED SPECIALTY DISTRIBUTORS

Koselugo is distributed and available through a sole contracted specialty
; _.\ In-office and hospital pharmacies seeking to dispense Koselugo may purchase Koselugo through:

1-877-662-6633

pharmacy that provides services to patients during their treatment with www.onco360.com

ongoing, personalized support

AmerisourceBergen Specialty Distribution: 1-800-746-6273 | asdhealthcare.com

AmerisourceBergen
Oncology Supply: 1-800-633-7555 | oncologysupply.com

Cardinal Health Specialty

Pharmaceutical Distribution

CuraScript SD

1-855-740-1871 | specialtyonline.cardinalhealth.com

 1877-599-7748 | curascriptsd.com
McKesson Specialty Health (MD Offices): 1-800-482-6700 | mscs.mckesson.com
McKesson Plasma and Biologics (Hospitals, IDNs, VA): 1-877-625-2566 | mckesson.com/ plasmabiologics

McKesson
Specialty Health

IMPORTANT SAFETY INFORMATION

Cardiomyopathy. A decrease in left ventricular ejection fraction (LVEF)
>10% below baseline occurred in 23% of 74 pediatric patients who
received Koselugo in SPRINT. Four percent of patients experienced
decreased LVEF below the institutional lower limit of normal (LLN). Grade
3 decreased LVEF occurred in one patient and resulted in dose reduction.
All patients with decreased LVEF were asymptomatic and identified
during routine echocardiography. Decreased LVEF resolved in 71% of
these patients. Decreased LVEF resulting in permanent discontinuation
of Koselugo occurred in a pediatric population with NF1 in an expanded
access program. The safety of Koselugo has not been established in
patients with a history of impaired LVEF or a baseline ejection fraction that
is below the institutional LLN.

who interrupt Koselugo for decreased LVEF, obtain an echocardiogram or a
cardiac MRI every 3 to 6 weeks. Upon resolution of decreased LVEF, obtain
an echocardiogram or a cardiac MRI every 2 to 3 months.

Ocular Toxicity. Blurred vision, photophobia, cataracts, and ocular
hypertension occurred in 15% of 74 pediatric patients receiving Koselugo
in SPRINT. Blurred vision resulted in dose interruption in 2.7% of patients.
Ocular toxicity resolved in 82% of 11 patients. Retinal pigment epithelial
detachment (RPED) occurred in the pediatric population during treatment
with single agent Koselugo and resulted in permanent discontinuation.
Conduct ophthalmic assessments prior to initiating Koselugo, at regular
intervals during treatment, and for new or worsening visual changes.
Permanently discontinue Koselugo in patients with retinal vein occlusion

Assess ejection fraction by echocardiogram prior to initiating treatment,
every 3 months during the first year of treatment, every 6 months thereafter,
and as clinically indicated. Withhold, reduce dose, or permanently
discontinue Koselugo based on severity of adverse reaction. In patients

(RVO). Withhold Koselugo in patients with RPED, conduct ophthalmic
assessments every 3 weeks until resolution, and resume Koselugo at

a reduced dose. For other ocular toxicities, withhold, reduce dose, or
permanently discontinue Koselugo based on severity of adverse reaction.

Please see Important Safety Information throughout and the accompanying full Prescribing Information for KOSELUGO® (selumetinib).
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https://www.asdhealthcare.com/
https://www.oncologysupply.com/
https://specialtyonline.cardinalhealth.com/forms/SPD/SPDlogin.fcc?TYPE=33554433&REALMOID=06-00093138-b271-1c7e-a58f-24d80a310000&GUID=&SMAUTHREASON=0&METHOD=GET&SMAGENTNAME=-SM-x5QkYpIxwFWTyD6SKDhK4pLS0Jsl%2fjwE7MozeTL8z4FGggAS9VYdk6z7bP28KGB8jYBx4Z7VPndYqtiIea7grYudHveIpuId&TARGET=-SM-https%3a%2f%2fspecialtyonline%2ecardinalhealth%2ecom%2fspd
https://www.curascriptsd.com/
https://mscs.mckesson.com/CustomerCenter/MckessonWebStore.html#PRELOGIN_VIEW
https://www.mckesson.com/Pharmaceutical-Distribution/Plasma-Biologics/
https://alexion.com/Documents/koselugo_uspi.pdf

Your Partners for KOSELUGO® (selumetinib) Access?®*”

Meet OneSource™ and Onco360 - here to educate and support

= T
ONESOURCEF*

Personalized Patient Support from Alexion

This complimentary, personalized patient support program offered by
Alexion provides:

- Insurance coverage support (benefits verification, appeals, and more)
- Disease information

- Ongoing personalized support

- Community connections

Get personalized support from OneSource™

Q @ @

Call: Email: Visit:
1.888.765.4747 OneSource@alexion.com AlexionOneSource.com

<> Onco360

This sole contracted specialty pharmacy dispenses Koselugo and

provides optional services including:

+ 24/7 access to certified oncology pharmacists and nurses

- Coordination with your patients’ insurance companies

- Caregiver and patient counseling on administration and adherence

- Digital capabilities including refill reminders, text messaging, and a
mobile application

To contact Onco360

~— Order forms:

Call: Contact: onco360.
1.877.662.6633 com/about/contact-us @ 0Onco360.com/Order

Fax Rx: @ e-Prescribe:
1.877.662.6355 NPI# 1437577988

Visit: onco360.com/
koselugo-for-nfl

References: 1. KOSELUGO® (selumetinib). Prescribing information. AstraZeneca Pharmaceuticals LP; 2021. 2. McCain J. The importance of a thorough benefits investigation to help navigate medical vs pharmacy benefit. National
Association of Medication Access and Patient Advocacy, Inc. Accessed August 16, 2022. https://namapa.org/medical-vs-pharmacy-benefit 3. Always here to help. Alexion Pharmaceuticals. Accessed August 15, 2022. https://

alexion.com/our-inspiration/support-services 4. How we help patients. Onco360 Oncology Pharmacy. Accessed August 15, 2022. https://onco360.com/how-we-help/patients/ 5. Koselugo for NF1. Onco360 Oncology Pharmacy.
Accessed September 2,2022. https://onco360.com/koselugo-for-nf1/ 6. How to order overview. Onco360 Oncology Pharmacy. Accessed September 2, 2022. https://onco360.com/how-to-order/overview/ 7. About contact us.

Onco360 Oncology Pharmacy. Accessed September 2, 2022. https://onco360.com/about/contact-us/

IMPORTANT SAFETY INFORMATION (cont’d)

Gastrointestinal Toxicity. Diarrhea occurred in 77% of 74 pediatric
patients who received Koselugo in SPRINT, including Grade 3 in 15% of
patients. Diarrhea resulting in permanent discontinuation occurred in
1.4% of patients. Diarrhea resulting in dose interruption or dose reduction
occurred in 15% and 1.4% of patients, respectively. The median time to
first onset of diarrhea was 17 days, and the median duration was 2 days.

Advise patients to start an anti-diarrheal agent (eg, loperamide) and
to increase fluid intake immediately after the first episode of diarrhea.
Withhold, reduce dose, or permanently discontinue Koselugo based on
severity of adverse reaction.

Skin Toxicity. Rash occurred in 91% of 74 pediatric patients who received
Koselugo in SPRINT. The most frequent rashes included dermatitis
acneiform (54%), maculopapular rash (39%), and eczema (28%). Grade

3 rash occurred in 8% of patients. Rash resulted in dose interruption in
11% of patients and dose reduction in 4% of patients. Monitor for severe
skin rashes. Withhold, reduce dose, or permanently discontinue Koselugo
based on severity of adverse reaction.

Increased Creatine Phosphokinase (CPK). Increased CPK occurred in
76% of 74 pediatric patients who received Koselugo in SPRINT, including
Grade 3 or 4 in 9% of patients. Increased CPK resulted in dose reduction
in 7% of patients. Increased CPK concurrent with myalgia occurred in

8% of patients, including one patient who permanently discontinued
Koselugo for myalgia.

Obtain serum CPK prior to initiating Koselugo, periodically during
treatment, and as clinically indicated. If increased CPK occurs,
evaluate patients for rhabdomyolysis or other causes. Withhold, reduce
dose, or permanently discontinue Koselugo based on severity of
adverse reaction.

Increased Levels of Vitamin E and Risk of Bleeding. Koselugo capsules
contain vitamin E (10 mg capsules contain 32 mg vitamin E as the
excipient, D-alpha-tocopheryl polyethylene glycol 1000 succinate [TPGS],
while Koselugo 25 mg capsules contain 36 mg vitamin E as TPGS).
Vitamin E can inhibit platelet aggregation and antagonize vitamin
K-dependent clotting factors. Daily vitamin E intake that exceeds

the recommended or safe limits may increase the risk of bleeding.
Supplemental vitamin E is not recommended if daily vitamin E intake
(including the amount of vitamin E in Koselugo and supplement) will
exceed the recommended or safe limits.

KOSELUGO is a registered trademark of the AstraZeneca group of companies. ALEXION, the Alexion logo, and the OneSource logo
are registered trademarks of Alexion Pharmaceuticals, Inc., and OneSource is a trademark of Alexion Pharmaceuticals, Inc.

© 2022, Alexion Pharmaceuticals, Inc. All rights reserved.
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An increased risk of bleeding may occur in patients who are
coadministered vitamin-K antagonists or anti-platelet antagonists

with Koselugo. Monitor for bleeding in these patients and increase
international normalized ratio (INR) monitoring in patients taking

a vitamin-K antagonist. Perform anticoagulant assessments more
frequently and adjust the dose of vitamin K antagonists or anti-platelet
agents as appropriate.

Embryo-Fetal Toxicity. Based on findings from animal studies, Koselugo
can cause fetal harm when administered to a pregnant woman. In animal
studies, administration of selumetinib to mice during organogenesis
caused reduced fetal weight, adverse structural defects, and effects on
embryo-fetal survival at approximate exposures >5 times the human
exposure at the clinical dose of 25 mg/m? twice daily. Advise pregnant
women of the potential risk to a fetus. Advise females of reproductive
potential to use effective contraception during treatment with Koselugo
and for 1 week after the last dose. Advise males with female partners
of reproductive potential to use effective contraception during treatment
with Koselugo and for 1 week after the last dose.

Breastfeeding. Due to the potential for adverse reactions in a breastfed
child, advise women not to breastfeed during treatment with Koselugo and
for 1 week after the last dose.

Concomitant use of Koselugo with a strong or moderate CYP3A4
inhibitor or fluconazole increased selumetinib plasma concentrations,
which may increase the risk of adverse reactions. Avoid coadministration
of strong or moderate CYP3A4 inhibitors or fluconazole with Koselugo. If
coadministration with strong or moderate CYP3A4 inhibitors or fluconazole
cannot be avoided, reduce Koselugo dosage.

Concomitant use of Koselugo with a strong or moderate CYP3A4
inducer decreased selumetinib plasma concentrations, which may reduce
Koselugo efficacy. Avoid concomitant use of strong or moderate CYP3A4
inducers with Koselugo.

The most common adverse reactions >40% are: vomiting, rash (all),
abdominal pain, diarrhea, nausea, dry skin, musculoskeletal pain, fatigue,
pyrexia, acneiform rash, stomatitis, headache, paronychia, and pruritus.

Please see Important Safety Information throughout
and the accompanying full Prescribing Information for
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