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JOIN US TO LEARN ABOUT: PRESENTED BY:

* An overview of the mCSPC and nmCSPC with David Morris, MD, FACS
high-risk BCR disease states Urology Associates, P.C., Nashville, TN

« The efficacy and safety profiles of XTANDI in Nashville, TN

mMCSPC and nmCSPC with high-risk BCR
+ XTANDI dosing and administration WHERE:

. Morimoto Restaurant
WHEN:

610 Main Street
Monday, November 11, 2024, 6:00 PM PT Napa, California

To RSVP, please scan the QR code, visit https://astellas.virtualspeakercast.net/1402,
or contact Theresa Hindle at (530) 340-1662 or theresa.hindle @astellas.com

by Monday, November 4, 2024

Indications

XTANDI is indicated for the treatment of patients with:

* nonmetastatic castration-sensitive prostate cancer (hmCSPC) with biochemical recurrence at high risk for metastasis (high-risk BCR)
* metastatic castration-sensitive prostate cancer (NCSPC)

* castration-resistant prostate cancer (CRPC)

Select Safety Information

Seizure occurred in 0.6% of patients receiving XTANDI in eight randomized clinical trials. In a study of patients with predisposing factors

for seizure, 2.2% of XTANDI-treated patients experienced a seizure. It is unknown whether anti-epileptic medications will prevent seizures
with XTANDI. Patients in the study had one or more of the following predisposing factors: use of medications that may lower the seizure
threshold, history of traumatic brain or head injury, history of cerebrovascular accident or transient ischemic attack, and Alzheimer’s disease,
meningioma, or leptomeningeal disease from prostate cancer, unexplained loss of consciousness within the last 12 months, history of seizure,
presence of a space occupying lesion of the brain, history of arteriovenous malformation, or history of brain infection. Advise patients of the
risk of developing a seizure while taking XTANDI and of engaging in any activity where sudden loss of consciousness could cause serious
harm to themselves or others. Permanently discontinue XTANDI in patients who develop a seizure during treatment.

Please see next page for Important Safety Information and accompanying Full Prescribing Information.

THIS PROMOTIONAL PROGRAM IS SPONSORED BY ASTELLAS PHARMA US, INC.

Astellas will not pay for or provide alcohol at this speaker program.

Astellas Transparency Notice

If you have a state license and NPI number, please provide these numbers in advance or have the numbers available at the presentation. This information is needed for on-site registration.

Astellas Pharma US, Inc. (“Astellas”) is subject to U.S. Federal and State transparency laws that require Astellas to track and report meals and other transfers of value provided to certain
U.S. healthcare professionals (including physicians). To comply with these obligations, for attendees who receive any portion of the meal provided at this program, Astellas will report the
attendee’s name and the value of the meal received. Astellas offers you the option to attend the event but not receive the meal. Please ask the Program Organizer for more information
about this opt-out option.

Astellas has adopted the PhARMA Code on Interactions with Healthcare Professionals, which is designed to foster ethical relationships with healthcare professionals. In accordance with
the PhRMA Code, we will not pay for the expenses of a healthcare professional’s spouse or guest, and such individuals should not attend the program, unless they have a bona fide
professional interest in the information being shared at the program. We appreciate your understanding and support of our commitment to these ethical standards.

Additional restrictions apply to the following individuals:

For U.S. Healthcare Providers in Vermont or those affiliated with the U.S. Department of Veterans Affairs or Department of Defense: Several states and federal agencies in the
United States restrict your interactions with Astellas, including the provision of in-kind benefits (such as meals) at company-sponsored events. If you are a healthcare professional in
Vermont or are affiliated with the U.S. Department of Veterans Affairs, Department of Defense, or other federal executive branch entity, Astellas policy prohibits providing you a meal at
this program. If you would like to attend, but not partake in the meal, please refer to the opt-out option below.

For U.S. Licensed Prescribers in Minnesota: Under Minnesota law, Astellas may provide meals and other transfers of value to Minnesota licensed prescribers if the annual (calendar year)
aggregate total of all value transfers of any kind from Astellas to a Minnesota prescriber does not exceed $50.00 USD, subject to some exceptions. Astellas has policies and procedures that are
intended to help ensure compliance with this annual aggregate limit. If you have questions about your annual aggregate value transfers from Astellas or the impact of accepting the meal provided
at this event on your annual total, please consult the Program Organizer. In addition, if you would like to attend, but not partake in the meal, please refer to the opt-out option below.

For State Government Employees: State ethics laws may prohibit you from accepting a meal. Astellas policy prohibits: (1) Colorado State Employees from accepting from Astellas more
than $50 annually in transfers of value, including meals; (2) Louisiana State Employees from accepting a meal that exceeds $60 in value; and (3) New York State Employees from
accepting a meal that exceeds $15 in value. If you would like to attend, but not partake in the meal, please refer to the opt-out option below.

For Foreign Healthcare Providers: Some foreign countries restrict the provision of or require the reporting of in-kind benefits (such as meals) to healthcare professionals at company-
sponsored events. Astellas has policies and procedures that are intended to help ensure compliance with these requirements and restrictions. To help ensure compliance with applicable
requirements, Astellas policy prohibits providing a meal to you in conjunction with this event.

Opt-Out: Astellas offers an opt-out option that allows you to still attend this event but not receive the meal. Please ask the Program Organizer for more information about the opt-out option.



Indications

XTANDI is indicated for the treatment of patients with:

* nonmetastatic castration-sensitive prostate cancer (hmCSPC) with
biochemical recurrence at high risk for metastasis (high-risk BCR)

* metastatic castration-sensitive prostate cancer (nCSPC)

« castration-resistant prostate cancer (CRPC)

Important Safety Information

Warnings and Precautions

Seizure occurred in 0.6% of patients receiving XTANDI in eight
randomized clinical trials. In a study of patients with predisposing
factors for seizure, 2.2% of XTANDI-treated patients experienced a
seizure. It is unknown whether anti-epileptic medications will prevent
seizures with XTANDI. Patients in the study had one or more of the
following predisposing factors: use of medications that may lower the
seizure threshold, history of traumatic brain or head injury, history of
cerebrovascular accident or transient ischemic attack, and Alzheimer’s
disease, meningioma, or leptomeningeal disease from prostate cancer,
unexplained loss of consciousness within the last 12 months, history
of seizure, presence of a space occupying lesion of the brain, history
of arteriovenous malformation, or history of brain infection. Advise
patients of the risk of developing a seizure while taking XTANDI and
of engaging in any activity where sudden loss of consciousness could
cause serious harm to themselves or others. Permanently discontinue
XTANDI in patients who develop a seizure during treatment.

Posterior Reversible Encephalopathy Syndrome (PRES) There
have been reports of PRES in patients receiving XTANDI. PRES is a
neurological disorder that can present with rapidly evolving symptoms
including seizure, headache, lethargy, confusion, blindness, and
other visual and neurological disturbances, with or without associated
hypertension. A diagnosis of PRES requires confirmation by brain
imaging, preferably MRI. Discontinue XTANDI in patients who
develop PRES.

Hypersensitivity reactions including edema of the face (0.5%),
tongue (0.1%), or lip (0.1%) have been observed with XTANDI in eight
randomized clinical trials. Pharyngeal edema has been reported in
post-marketing cases. Advise patients who experience any symptoms
of hypersensitivity to temporarily discontinue XTANDI and promptly
seek medical care. Permanently discontinue XTANDI for serious
hypersensitivity reactions.

Ischemic Heart Disease In the combined data of five randomized,
placebo-controlled clinical studies, ischemic heart disease occurred
more commonly in patients on the XTANDI arm compared to patients
on the placebo arm (3.5% vs 2%). Grade 3-4 ischemic events
occurred in 1.8% of patients on XTANDI versus 1.1% on placebo.
Ischemic events led to death in 0.4% of patients on XTANDI compared

to 0.1% on placebo. Monitor for signs and symptoms of ischemic heart

disease. Optimize management of cardiovascular risk factors, such
as hypertension, diabetes, or dyslipidemia. Discontinue XTANDI for
Grade 3-4 ischemic heart disease.

Falls and Fractures occurred in patients receiving XTANDI. Evaluate
patients for fracture and fall risk. Monitor and manage patients at
risk for fractures according to established treatment guidelines and
consider use of bone-targeted agents. In the combined data of five
randomized, placebo-controlled clinical studies, falls occurred in 12%
of patients treated with XTANDI compared to 6% of patients treated
with placebo. Fractures occurred in 13% of patients treated with
XTANDI and in 6% of patients treated with placebo.

Embryo-Fetal Toxicity The safety and efficacy of XTANDI have not
been established in females. XTANDI can cause fetal harm and loss
of pregnancy when administered to a pregnant female. Advise
males with female partners of reproductive potential to use effective
contraception during treatment with XTANDI and for 3 months after
the last dose of XTANDI.
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Adverse Reactions (ARS)

In the data from the five randomized placebo-controlled trials, the
most common ARs (= 10%) that occurred more frequently (= 2%
over placebo) in XTANDI-treated patients were musculoskeletal
pain, fatigue, hot flush, constipation, decreased appetite, diarrhea,
hypertension, hemorrhage, fall, fracture, and headache. In the
bicalutamide-controlled study, the most common ARs (= 10%)
reported in XTANDI-treated patients were asthenia/fatigue, back pain,
musculoskeletal pain, hot flush, hypertension, nausea, constipation,
diarrhea, upper respiratory tract infection, and weight loss.

In AFFIRM, the placebo-controlled study of metastatic CRPC
(mCRPC) patients who previously received docetaxel, Grade 3

and higher ARs were reported among 47% of XTANDI-treated
patients. Discontinuations due to ARs were reported for 16% of
XTANDI-treated patients. In PREVAIL, the placebo-controlled study
of chemotherapy-naive mCRPC patients, Grade 3-4 ARs were
reported in 44% of XTANDI patients and 37% of placebo patients.
Discontinuations due to ARs were reported for 6% of XTANDI-
treated patients. In TERRAIN, the bicalutamide-controlled study of
chemotherapy-naive mCRPC patients, Grade 3-4 ARs were reported
in 39% of XTANDI patients and 38% of bicalutamide patients.
Discontinuations with an AR as the primary reason were reported for
8% of XTANDI patients and 6% of bicalutamide patients.

In PROSPER, the placebo-controlled study of nonmetastatic CRPC
(nmCRPC) patients, Grade 3 or higher ARs were reported in 31%
of XTANDI patients and 23% of placebo patients. Discontinuations
with an AR as the primary reason were reported for 9% of XTANDI
patients and 6% of placebo patients.

In ARCHES, the placebo-controlled study of metastatic CSPC
(mCSPC) patients, Grade 3 or higher ARs were reported in 24% of
XTANDI-treated patients. Permanent discontinuation due to ARs as
the primary reason was reported in 5% of XTANDI patients and 4%
of placebo patients.

In EMBARK, the placebo-controlled study of nonmetastatic CSPC
(nmCSPC) with high-risk biochemical recurrence (BCR) patients,
Grade 3 or higher adverse reactions during the total duration of
treatment were reported in 46% of patients treated with XTANDI
plus leuprolide, 50% of patients receiving XTANDI as a single agent,
and 43% of patients receiving placebo plus leuprolide. Permanent
treatment discontinuation due to adverse reactions during the total
duration of treatment as the primary reason was reported in 21%
of patients treated with XTANDI plus leuprolide, 18% of patients
receiving XTANDI as a single agent, and 10% of patients receiving
placebo plus leuprolide.

Lab Abnormalities: Lab abnormalities that occurred in = 5% of
patients, and more frequently (> 2%) in the XTANDI arm compared
to placebo in the pooled, randomized, placebo-controlled studies
are hemoglobin decrease, neutrophil count decreased, white blood
cell decreased, hyperglycemia, hypermagnesemia, hyponatremia,
hyperphosphatemia, and hypercalcemia.

Hypertension: In the combined data from five randomized placebo-
controlled clinical trials, hypertension was reported in 14.2% of XTANDI
patients and 7.4% of placebo patients. Hypertension led to study
discontinuation in < 1% of patients in each arm.

Drug Interactions

Effect of Other Drugs on XTANDI Avoid coadministration with
strong CYP2CS8 inhibitors. If coadministration cannot be avoided,
reduce the dosage of XTANDI.

Avoid coadministration with strong CYP3A4 inducers. If coadministration
cannot be avoided, increase the dosage of XTANDI.

Effect of XTANDI on Other Drugs Avoid coadministration with
certain CYP3A4, CYP2C9, and CYP2C19 substrates for which
minimal decrease in concentration may lead to therapeutic failure
of the substrate. If coadministration cannot be avoided, increase
the dosage of these substrates in accordance with their Prescribing
Information. In cases where active metabolites are formed, there may
be increased exposure to the active metabolites.

Please see accompanying Full Prescribing Information.
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