Initial REMS Approval: 02/2010
Most Recent Modification: 12/2013

BL 103234 EPOGEN®/ PROCRIT® (EPOETIN ALFA)

Manufactured by Amgen Inc.
One Amgen Center Drive, Thousand Oaks, CA 91320
Telephone: 805-447-1000

Epogen Marketed and Distributed by: Amgen Inc.
One Amgen Center Drive, Thousand Oaks, CA 91320
Telephone: 805-447-1000

Procrit Marketed and Distributed by: Janssen Products, LP
850 Ridgeview Drive, Horsham, PA 19044
Telephone: 610-651-6000

RISK EVALUATION AND MITIGATION STRATEGY (REMS)

I. GOAL
To support informed discussions between patients with cancer and their healthcare providers
by:
e educating healthcare providers about the risks and safe use conditions of
Epogen/Procrit for patients with cancer.

e informing patients about the risk of shortened overall survival and/or increased risk of
tumor progression or recurrence when Epogen/Procrit is used to treat anemia due to
concomitant myelosuppressive chemotherapy.

Il. REMS ELEMENTS

A. Elements to Assure Safe Use

1. Healthcare providers (HCPs) who both prescribe? and dispense® Epogen/Procrit
for patients with cancer in private practice settings and healthcare providers
who prescribe Epogen/Procrit for patients with cancer in hospitals are specially
certified.

! Amgen Inc. is the licensee under BL 103234. Although Amgen and Janssen have a contractual agreement under which
Janssen is to carry out the responsibilities under the REMS for Procrit on behalf of Amgen, Amgen retains primary
responsibility for all actions described in the REMS.

2 For the purposes of this REMS, the terms prescribe and prescription include medication orders in the clinic or hospital
settings.

% For the purposes of this REMS, dispense in a private practice setting includes dispensing for administration in a provider's
office or under the supervision of a provider, such as in an infusion center.
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a. Amgen will ensure that HCPs who both prescribe and dispense Epogen/Procrit for
patients with cancer in private practice settings and HCPs who prescribe
Epogen/Procrit for patients with cancer in hospitals are certified.

To become specially certified, each HCP must enroll in the ESA APPRISE
(Assisting Providers and cancer Patients with Risk Information for the Safe use of
ESAs {erythropoiesis stimulating agents}) Oncology Program by doing the
following:

Review the prescribing information.

Complete the ESA APPRISE Oncology Program Training Module for
Healthcare Providers.

Complete and sign the ESA APPRISE Oncology Program Enrollment
Form for Healthcare Providers and submit it to the ESA APPRISE
Oncology Program Call Center.

Agree to counsel each patient on the risks of ESAs by reviewing and
signing the ESA APPRISE Oncology Program Patient and Healthcare
Provider Acknowledgment Form (Acknowledgment Form) (or modified
version consistent with the allowable changes) and to provide a copy of
the signed Acknowledgment Form to the patient.

1) HCPs in a private clinic practice setting agree to maintain a completed
Acknowledgment Form for auditing purposes in a manner that does
not require the disclosure of the patient’s medical record, and to store
the Acknowledgment Forms on-site and/or archive them in a
retrievable manner.

2) HCPs in a hospital setting agree to provide the completed
Acknowledgment Forms to the Hospital Designee responsible for
maintaining and storing the forms on-site and/or archiving them in a
retrievable manner.

b. Amgen will:

Send a DHCP Letter to non-certified HCPs who may prescribe, or
prescribe and dispense, Epogen/Procrit for patients with cancer
instructing them how to become certified in the ESA APPRISE Oncology
Program.

Provide each certified HCP a unique ESA APPRISE Oncology Program
enrollment identification (ID) number, which will be used to confirm
certification in the Program.

Maintain a secure and accurate database of HCPs certified in the ESA
APPRISE Oncology Program.

Ensure that, as part of the enrollment process, HCPs receive the following
materials that are part of the ESA APPRISE Oncology Program:
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1) Dear Healthcare Provider (DHCP) Letter to Newly Identified HCPs
who may Prescribe, or Prescribe and Dispense, ESAs for Patients with
Cancer

2) ESA APPRISE Oncology Program Enrollment Form for Healthcare
Providers

3) ESA APPRISE Oncology Program Training Module for Healthcare
Providers

4) Steps for Healthcare Providers Who Prescribe, or Prescribe and
Dispense, ESAs for Patients With Cancer

5) ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Form

6) Guidelines for Acknowledgment Form Integration Within Healthcare
Systems and Clinics

v. Inform certified HCPs following important modifications to the
Epogen/Procrit REMS or to the ESA APPRISE Oncology Program

vi. Ensure that ESA APPRISE Oncology Program materials are available on
the Program website or can be obtained by contacting the ESA APPRISE
Oncology Program Call Center at 1-866-284-8089.

The following materials are part of the REMS and are appended:

Dear Healthcare Provider (DHCP) Letter to Newly Identified HCPs who may
Prescribe, or Prescribe and Dispense, ESAs for Patients with Cancer

ESA APPRISE Oncology Program Enrollment Form for Healthcare Providers
ESA APPRISE Oncology Program Training Module for Healthcare Providers

Steps for Healthcare Providers Who Prescribe, or Prescribe and Dispense, ESAs
for Patients With Cancer

ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Form

ESA APPRISE Oncology Program Website

Hospitals that dispense Epogen/Procrit for patients with cancer are specially
certified.

a. Amgen will ensure that hospitals that dispense Epogen/Procrit are certified in the

ESA APPRISE Oncology Program.

To become specially certified, a Hospital Designee (eg, Pharmacy Director, Head
of Hematology/Oncology, or other appointed designee) must enroll into the ESA
APPRISE Oncology Program by doing the following:
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i. Complete the ESA APPRISE Oncology Program Training Module for
Hospital Designees.

ii. Agree to assume the authority and responsibility to internally coordinate
and oversee the ESA APPRISE Oncology Program requirements in
hospital(s) for which they are responsible.

iii. Agree to establish or oversee the establishment of a system, order sets,
protocols, or other measures designed to ensure that the hospital is in
compliance with the ESA APPRISE Oncology Program, such that:

1) Epogen/Procrit is only dispensed to patients with cancer after
verifying:
a) that the healthcare provider who prescribed Epogen/Procrit for

patients with cancer is certified in the ESA APPRISE Oncology
Program; and

b) the discussion between the patient and ESA APPRISE Oncology
Program-certified provider on the risks of Epogen/Procrit therapy
is documented by patient and provider signatures on the
Acknowledgment Form (or modified version consistent with the
allowable changes) prior to initiation of each new course of
Epogen/Procrit therapy.

2) If an HCP that prescribes Epogen/Procrit is not certified in the ESA
APPRISE Oncology Program, the provider will be notified that they
are not able to prescribe Epogen/Procrit for patients with cancer.

iv. Oversee compliance with program auditing to assess the effectiveness of
the ESA APPRISE Oncology Program.

v. Maintain evidence of compliance with the ESA APPRISE Oncology
Program for auditing purposes, as follows:

1) documentation (ie, unique enrollment ID number) that each HCP in
the hospital who prescribes Epogen/Procrit for patients with cancer is
certified in the ESA APPRISE Oncology Program

2) documentation of the risk:benefit discussion between certified
provider and patient on the Acknowledgment Form (or modified
version consistent with the allowable changes) for each patient with
cancer for whom an Epogen/Procrit prescription was filled; the
Acknowledgment Forms are to be stored on-site and/or archived in a
retrievable manner.

vi. Complete and sign the ESA APPRISE Oncology Program Enrollment
Form for Hospitals and submit it to the ESA APPRISE Oncology
Program Call Center.

b. Amgen will:
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V.

Vi.

Send a Dear Director of Pharmacy/Administrator Letter to non-certified
hospitals that dispense Epogen/Procrit for patients with cancer, instructing
them how to become certified in the ESA APPRISE Oncology Program.

. Provide each hospital with a unique ESA APPRISE Oncology Program

enrollment ID number that will be used to confirm certification in the
Program.

Ensure that the ESA APPRISE Oncology Program Call Center maintains
a secure and accurate database of certified hospitals in the ESA APPRISE
Oncology Program.

Ensure that, as part of the enrollment process, the Hospital Designee
receives the following materials that are part of the ESA APPRISE
Oncology Program:

1)

2)

3)

4)

5)

6)

7)

Dear Healthcare Provider (DHCP) Letter to Directors of
Pharmacy/Administrators of Newly Identified Hospitals That Dispense
ESAs to Patients With Cancer

ESA APPRISE Oncology Program Enrollment Form for Hospitals

ESA APPRISE Oncology Program Training Module for Hospital
Designees

Steps for Hospitals and Hospital/Institution-affiliated Outpatient
Facilities That Dispense ESAs to Patients With Cancer

Steps for Healthcare Providers Who Prescribe, or Prescribe and
Dispense, ESAs for Patients With Cancer

ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Form

Guidelines for Acknowledgment Form Integration Within Healthcare
Systems and Clinics

Inform certified Hospital Designees following important modifications to
the Epogen/Procrit REMS or to the ESA APPRISE Oncology Program.

Ensure that ESA APPRISE Oncology Program materials are available on
the Program website or can be obtained by contacting the ESA APPRISE
Oncology Program Call Center at 1-866-284-8089.

The following materials are part of the REMS and are appended:

Dear Healthcare Provider (DHCP) Letter to Directors of Pharmacy/
Administrators of Newly Identified Hospitals That Dispense ESASs to Patients
With Cancer

ESA APPRISE Oncology Program Enrollment Form for Hospitals

ESA APPRISE Oncology Program Training Module for Hospital Designees
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3.

B.

e Steps for Hospitals and Hospital/Institution-affiliated Outpatient Facilities That
Dispense ESAs to Patients With Cancer

Epogen/Procrit will be dispensed to patients with cancer with evidence or other
documentation of safe-use conditions.

Amgen will ensure that certified hospitals and certified HCPs agree to only dispense
Epogen/Procrit to patients with cancer once the risk:benefit discussion has occurred
and patients and their certified HCPs have signed the Acknowledgment Form (or
modified version consistent with the allowable changes) prior to the initiation of each
new course of ESA therapy.

Implementation System

The Implementation System includes the following:

1. Amgen will monitor compliance with completion of the Acknowledgment Form (or
modified version consistent with the allowable changes) and will work to improve
implementation if non-compliance is identified.

a. Amgen will allow certain changes to the Acknowledgment Form to ensure that
the form can be adapted by hospitals and private practices to be compatible with
their existing systems. The allowable formatting-related changes are:

i. Removal of title instruction and footnoted text

ii. Addition of patient identifier and/or clinic/hospital identifiers (eg, name
and/or logo, barcodes)

iii. Changes to make the form compatible with existing systems, including
electronic- and paper-based systems

The content in the Patient and HCP sections of the Acknowledgment Form cannot
be changed. No content can be added or removed from these sections.

The Guidelines for Acknowledgment Form Integration Within Healthcare
Systems and Clinics is part of the REMS and is appended.

b. The ESA APPRISE Oncology Program will audit selected private practice-based
clinics. For each audit, a sample of at least 100 clinics that have purchased ESAs
during the audit period that were not included in the prior audit will be selected.
Each audit will be conducted according to a time schedule that allows these data
to be provided with each REMS assessment. HCPs in private practice-based
clinics will be audited by the ESA APPRISE Oncology Program to demonstrate
evidence of compliance with the Program as follows:

i. That the number of HCPs who prescribe ESAs for patients with cancer in
the private practice-based clinic is not greater than the number of HCPs in
the private practice-based setting that are certified in the ESA APPRISE
Oncology Program (by unique ESA APPRISE Oncology Program
enrollment ID number).
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ii. That the number of patient- and HCP-signed Acknowledgment Forms
retained at the clinic is not less than the number of patients with cancer
initiating a new course of ESA therapy.

c. For hospitals, the ESA APPRISE Oncology Program will identify at least 25
hospitals with ESA use in patients with cancer during the audit period. The audits
will be conducted according to a time schedule that allows these data to be
provided with each REMS assessment. These hospitals will be audited by the
ESA APPRISE Oncology Program to demonstrate evidence of compliance with
the Program as follows:

i. That the documentation maintained by hospitals demonstrates that each
HCP in the hospitals who prescribe ESAs for patients with cancer is
certified in the ESA APPRISE Oncology Program (by unique ESA
APPRISE Oncology Program enrollment 1D number).

ii. That the number of patient- and HCP-signed Acknowledgment Forms
retained at the hospital is not less than the number of patients with cancer
initiating a new course of ESA therapy. For the audits to be effective,
hospitals will implement a means to determine the total number of
individual patients that received Epogen/Procrit based on orders and
prescriptions written.

2. For sites that are non-compliant, Amgen will request that the non-compliant clinic or
hospital develop, submit, and implement a plan to correct findings. The site will
automatically be included in a for-cause audit for the subsequent audit cycle. If continued
non-compliance is identified, the HCP or hospital will have their access to ESAs
suspended. Removal from the Suspended Access List will require correction of
non-compliance with the REMS requirements.

3. Amgen will instruct distributors not to ship an ESA to a hospital or HCP at a private
practice-based clinic without confirmation from the ESA APPRISE Oncology Program
Call Center that the hospital or the HCP is certified or that certification is not applicable
(ie, the hospital does not dispense an ESA for patients with cancer or the HCP does not
prescribe, or prescribe and dispense, an ESA for patients with cancer in a private
practice-based clinic).

4. Amgen will monitor HCP and hospital certification on an ongoing basis to evaluate
compliance with the ESA APPRISE Oncology Program certification requirements and
will work to improve implementation of this element.

5. If there are important modifications to the Epogen/Procrit REMS and to the ESA
APPRISE Oncology Program, Amgen will update all affected materials and notify
certified HCPs and hospitals, as applicable.
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Based on monitoring and evaluation of these elements to assure safe use, Amgen will take
reasonable steps to improve implementation of these elements.

C. Timetable for Submission of Assessments of the REMS

Amgen will submit REMS Assessments at 8 months, 1 year, 18 months, 24 months, and
annually thereafter following the initial approval (02/2010) of the REMS. To facilitate
inclusion of as much information as possible while allowing reasonable time to prepare the
submission, the reporting interval covered by each assessment should conclude no earlier
than 60 days before the submission date for that assessment. Amgen will submit each
assessment so that it will be received by the FDA on or before the due date.
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Name
Address
City, State Zip

[Date]

Re: ACTION REQUIRED for Healthcare Providers (HCPs) who Prescribe ESAs (erythropoiesis stimulating agents) for
Patients With Cancer

Dear [Insert First Name] [Insert Last Name],

Our records indicate that you have recently been identified as an HCP at [Insert Clinic Name] and you may
prescribe, or prescribe and dispense, ESAs to patients with cancer. In order to continue to obtain ESAs for
patients with cancer, you must train and enroll in the ESA APPRISE Oncology Program no later than [insert 90 day
enrollment date] or your access to ESAs will be suspended. You can take the training and enroll in the Program at
WWW.esa-apprise.com.

The FDA has determined that a Risk Evaluation and Mitigation Strategy (REMS) is necessary for ESAs to ensure that
the benefits of these drugs outweigh the risks of shortened overall survival and/or increased risk of tumor
progression or recurrence. As you may be aware, on 16 February 2010, the FDA approved a REMS for ESAs (Aranesp®,
Epogen® Procrit®) used to treat patients with cancer.

The ESA APPRISE Oncology Program applies to HCPs who prescribe, or prescribe and dispense, and hospitals that
dispense ESAs to patients with cancer. One of the key requirements of the ESA APPRISE Oncology Program is that
any HCP who prescribes, or prescribes and dispenses, ESAs for patients with cancer must train and enroll in the
Program.

If our records are not accurate or if you have any questions regarding this letter, please contact your local Amgen or
Janssen Products, LP Field Representative or call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089
as soon as possible.

For oncology, ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where
anemia is due to the effect of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum
of two additional months of planned chemotherapy.

For oncology, ESAs are not indicated for use:
« Asa substitute for RBC transfusions in patients who require immediate correction of anemia.

« In patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving
concomitant myelosuppressive chemotherapy.

« In patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.
ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Although the ESA APPRISE Oncology Program applies to both Aranesp® and Epogen® Procrit®, these are different
drugs with distinct dosing schedules.

Please see the accompanying Aranesp®, Epogen®, and Procrit® prescribing information, including Boxed WARNINGS
and Medication Guides, also available at www.esa-apprise.com.

Sincerely,

Amgen
Janssen Products, LP

Enclosures:
Aranesp®, Epogen®, and Procrit® Prescribing Information and Medication Guides

Aranesp® and Epogen® are registered trademarks of Amgen Inc.
Procrit® is a registered trademark of Janssen Products, LP.
This document has been reg > US Food and Drug Admini




Name
Address
City, State Zip

[Date]
Re: ACTION REQUIRED for Hospitals That Dispense ESAs (erythropoiesis stimulating agents) for Patients With Cancer
Dear Hospital Administrator/Director of Pharmacy,

Our records indicate your hospital [Insert Hospital name] has recently been identified as a hospital dispensing ESAs
on behalf of healthcare providers (HCPs) treating patients with an ESA for their cancer. In order to continue to obtain
ESAs for patients with cancer, your hospital must designate a representative (eg, Pharmacy Director or Head of
Hematology/Oncology) who, as the Hospital Designee, must train and enroll in the ESA APPRISE Oncology Program
by [insert 90 day enrollment date] or your hospital’s access to ESAs will be suspended. The Hospital Designee can
take the training and enroll in the Program at www.esa-apprise.com.

The FDA has determined that a Risk Evaluation and Mitigation Strategy (REMS) is necessary for ESAs to ensure that the
benefits of these drugs outweigh the risks of shortened overall survival and/or increased risk of tumor progression or
recurrence. As you may be aware, on 16 February 2010, the FDA approved a REMS for ESAs (Aranesp®, Epogen®/
Procrit®) used to treat patients with cancer.

The ESA APPRISE Oncology Program applies to HCPs who prescribe, or prescribe and dispense, and hospitals that
dispense ESAs to patients with cancer. One of the key requirements of the ESA APPRISE Oncology Program is that any
hospital that dispenses ESAs on behalf of HCPs treating patients with an ESA for their cancer must enroll in and
comply with the Program.

If our records are not accurate or if you have any questions regarding this letter, please contact your local Amgen or
Janssen Products, LP Field Representative or call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089
as soon as possible.

For oncology, ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia
is due to the effect of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two
additional months of planned chemotherapy.

For oncology, ESAs are not indicated for use:
« As a substitute for RBC transfusions in patients who require immediate correction of anemia.

* In patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving
concomitant myelosuppressive chemotherapy.

» In patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.
ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Although the ESA APPRISE Oncology Program applies to both Aranesp® and Epogen®/Procrit®, these are different
drugs with distinct dosing schedules.

Please see the accompanying Aranesp®, Epogen®, and Procrit® prescribing information, including Boxed WARNINGS
and Medication Guides, also available at www.esa-apprise.com.

Sincerely,
Amgen
Janssen Products, LP

Enclosures:
Aranesp®, Epogen®, and Procrit® Prescribing Information and Medication Guides

ESA APPRISE

Aranesp® and Epogen® are registered trademarks of Amgen Inc.
Procrit® is a registered trademark of Janssen Products, LP.
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The requirement for a healthcare provider (HCP) in a private

Wha practice-based clinic to mail or fax a copy of the Acknowledgment
Form to the Program Call Center has been eliminated
Ervih _ . n® (epoetin alfa), and
Proci « A copy D_f the signed Acknowledgment Form must be provided fo sk Evaluation and
Mitig: €ach patient atment for a patient
with ¢ » The Acknowledgment Form has been revised. Replace all unused F) about the benefils
and | versions of the Acknowledgment Form with version 5 10/13
Amge « The ESA APPRISE Oncology Program no longer requires 'VHETS and t‘::-].ﬂ-EE[I
Egtgz re-enroliment for Healthcare Providers or Hospital Designees a REMS designed for
Wha Please click on "Recent Program Modifications" to view a qram?
complete list of changes and updates. D
+ In rrence in patients
wi

* ESAS shorened overall survival and/or increased e nsk of umor progression of recurrence in clinical
studies in patients with breast, non-small cell lung, head and neck. lymphoid, and cervical cancers.

Key Program Requirements

Healthcare Providers Hospitals

1. Complete Training 1a. Select a Hospital Designee
1b. Hospital Designee Completes Training

2. Enroll in the ESA APPRISE Oncology Program 2. Enroll in the ESA APPRISE Oncology Program

3. Counsel and Document 3. Implement
« Counsel each patient on the nsks of ESAs prior  « Hospital Designee to establish or oversee the
to each new course of ESA therapy. establishment of a system, order sets, protocols,
« Document that the risk benefit discussion with or other measures designed to ensure that the
each patient has occurred by completing the hospital is in compliance with the Program.

Acknowledgment Form and providing each
patient a copy of the signed form.

The ESA APPRISE Oncology Program training and enroliment takes you step-by-step through the required
training and enroliment process.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Questions about the ESA APPRISE Oncology Program?
Ifyou need more information about the ESA APPRISE Oncology Program:

« Call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089, or
« Coniact your local Amgen or Janssen Products, LP Field Representative

*Additional information on REMS may be found at www FDA gov
Aranesp® and Epogen@iProcrit® are different drugs with distinct dosing schedules.

This document has been required by the US Food and Drug Administration as part of a Risk Evaluation and Mitigation
Strategy (REMS) for Aranesp® Epogen®, and Procrit®. '

Hume Canlag s Pinviacy Polite Tafms af Liss

Thiz program iz imlznded for residenls ofthe Unifed Siates ol
22013 Amgan-and Janssen Producls, LP
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including Boxed WARNINGS Guides

Important Safety

- Training &
! : Cverview i
Information Enrollment

Welcome to the ESA APPRISE
Oncology Program

Forms & Resources Contact Us

What is the ESA APPRISE Oncology Program?

Erythropoiesis Stimulating Agents (ESAs) include Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and
Procrit® (epoetin alfa). The Food and Drug Administration (FDA) determined that a Risk Evaluation and
Mitigation Strategy (REMS) is necessary to ensure that the decision to initiate ESA treatment for a patient
with cancer begins with a discussion between the patient and healthcare provider (HCP) about the benefits
and risks associated with ESA therapy.*

Amgen and Janssen Products, LP have implemented the ESA APPRISE (Assisting Providers and cancer
Patients with Risk Information for the Safe use of ESAs) Oncology Program as part of a REMS designed for
HCPs treating patients with an ESA for their cancer.

Train and
enroll

What are the risks addressed through the ESA APPRISE Oncology Program?

* Increased risk of death and/or increased risk of tumor progression or recurrence in patients
with cancer.

Access forms

& resources

= ESAs shoriened overall survival and/or increased the risk of tumor DFDQTESEFDH or recurrence in clinical
studies in patients with breast, non-small cell tung, head and neck, rymphni{!, and cervical cancers.

-
( Key Program Requirements
Modifications
' 1. Complete Training 1a. Select a Hospital Designee
\ 1b. Hospital Designee Completes Training
2. Enroll in the ESA APPRISE Oncology Program 2. Enroll in the ESA APPRISE Oncology Program
2. Counsel and Document 3. Implement
= Counsel each patient on the risks of ESAs prior = Hospital Designee to establish or oversee the
to each new course of ESA therapy. establishment of a system, order sets, protocols,
« Document that the risk-benefit discussion with or other measures designed to ensure that the
each patient has occurred by completing the hospital is in compliance with the Program.

Acknowledgment Form and providing each
patient a copy of the signed form.

The ESA APPRISE Oncology Program fraining and enroliment takes you step-by-step through the required
training and enroliment process.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Questions about the ESA APPRISE Oncology Program?
If you need more information about the ESA APPRISE Oncology Program:

« Call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089, or
« Contact your local Amgen or Janssen Products, LP Field Representative

*Additional information on REMS may be found at www. FDA.gov
Aranesp® and Epogen®@Procrit® are different drugs with distinct dosing schedules.

This document has been required by the US Food and Drug Administration as part of a Risk Evaluation and Mitigation
Strategy (REMS) for Aranesp®, Epogen®, and Procrit®.

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only
© 2013 Amagen and Janssen Products, LP
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Recent Program Modifications

e The goal of the REMS has been changed to focus on the risks of using ESAs for
patients with cancer:
The goal of the REMS is to support informed discussions between patients with cancer
and their healthcare providers by:

0 educating healthcare providers about the risks and safe use conditions of
Aranesp® (darbepoetin alfa) and Epogen®/Procrit® (epoetin alfa) for patients with
cancer.

o informing patients about the risks of shortened overall survival and/or increased
risk of tumor progression or recurrence when Aranesp® or Epogen®/Procrit® are
used to treat anemia due to concomitant myelosuppressive chemotherapy.

e Removal of the requirement for private practice-based clinics to return a copy of
the Acknowledgment Form to the ESA APPRISE Oncology Program Call Center.
Handle the forms as follows:

o Do not fax or mail a copy of the Acknowledgment Form to the ESA APPRISE
Oncology Program Call Center.

o Completed Acknowledgment Forms (or modified version consistent with the
allowable changes) must be available to the ESA APPRISE Oncology Program
for auditing purposes in a manner that does not require disclosure of the patient’s
medical record.

o In a private practice-based clinic, store the forms on-site and/or archive them
through an electronic medical records system as long as they are retrievable.

0 The hospital process has not changed. In a hospital, provide the completed
Acknowledgment Form (or modified version consistent with the allowable
changes) to the Hospital Designee responsible for maintaining and storing the
forms.

e A copy of the signed Acknowledgment Form must be provided to each patient.
Please note that this is a new requirement.

e The Acknowledgment Form has been revised:
o0 ESA benefit information has been added in the section for patients. The risk
language has been updated to focus on using ESA therapy for patients with
cancer.

V2 10/13

) APPRISE

ONCOLOGY PROGRAM

Assisting Providers and cancer Patients with
Risk Information for the Safe use of ESAs

Reference ID: 3429800



Please replace all previous unused versions of the Acknowledgment Form
with version 5 10/13.

The new version of the Acknowledgment Form will be mailed under separate
cover. For Healthcare Providers in a private practice-based clinic, it will be sent
to each practice location listed on your Program enroliment. For Hospital
Designees, it will be sent for the hospitals for which you are responsible. In the
meantime, you may access the Acknowledgment Form by visiting www.esa-
apprise.com.

The Medication Guide is no longer a part of the REMS. It remains a part of the
approved product label. Provide the Medication Guide to each patient at the
initiation of each new course of ESA therapy and when it is materially revised or
updated.

The ESA APPRISE Oncology Program no longer requires re-enroliment for
Healthcare Providers or Hospital Designees.

V2 10/13
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Selected Important Safety Information

Cancer:

« ESAs shortened overall survival and/or increased the risk of tumor progression or recurrence in clinical studies of patients with breast,
non-small cell lung, head and neck, lymphoid, and cervical cancers.

= To decrease these risks, as well as the risk of serious cardiovascular and thromboembolic reactions, use the lowest dose needed to avoid
red blood cell (RBC) transfusions.

= Use ESAs only for anemia from myelosuppressive chemotherapy.

= ESAs are not indicated for patients receiving myelosuppressive chemotherapy when the anticipated outcome is cure.

» Discontinue following the completion of a chemotherapy course.

Oncology Indication:

ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect of concomitant
myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned chemotherapy.

ESAs are not indicated for use:
= As a substitute for RBC transfusions in patients who require immediate correction of anemia.

= In patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant myelosuppressive
chemotherapy.

= In patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.

ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Home Contact Us Privacy Policy Terms of Lse

This program is intended for residents of the United States only
& 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program Overview

Three important points you should know about the ESA APPRISE Oncology Program.

1. What is the goal of the Program?
To support informed discussions between patients with cancer and their healthcare providers by:

« educating healthcare providers about the risks and safe use conditions of ESAs for patients with cancer

» informing patients about the risk of shortened overall survival and/or increased risk of tumor progression or recurrence
when ESAs are used to treat anemia due to concomitant myelosuppressive chemotherapy.

2. What are the key Program requirements?
* TRAIN

Complete the ESA APPRISE Oncology Program training, which includes a review of the risks of ESA therapy and
appropriate use of ESAs for patients with cancer.

- ENROLL
Enroll in the ESA APPRISE Oncology Program by completing the ESA APPRISE Oncology Program Enroliment Form.

» COUNSEL AND DOCUMENT
Prior to each new course of ESA therapy:

= Counsel each patient on the risks of ESAs using the ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Form (Acknowledgment Form)®. Review ESA risk:benefit information with your patient, and answer any
questions they may have.

* Document that the ESA risk:benefit discussion occurred using the Acknowledgment Form. Complete each section of the
Acknowledgment Form with each patient and provide each patient a copy of the signed form.

« Completed Acknowledgment Forms must be available to the ESA APPRISE Oncology Program for auditing purposes in a
manner that does not require disclosure of the patient's medical record.

= In a private practice-based clinic, store the forms on-site and/or archive them through an electronic medical record
system as long as they are retrievable.

= In a hospital, provide the completed Acknowledgment Form to the Hospital Designee responsible for maintaining and
storing the forms.

3. What happens if | do not train and enroll into the Program?

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in SUSPEHSiDH of YOuUr access to ESAs

If you have questions regarding the ESA APPRISE Oncology Program, call the ESA APPRISE Oncology Program Call Center at
1-866-284-8080 or You may contact your local PLI!TIQEH or Janssen Products, LP Field REPTE’EE‘HHIWE.

Training and Enroliment

*or modified version consistent with the allowable changes

Contact Us Privacy Paolicy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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HCPs treating patients with an ESA for their cancer.

What are the risks addressed through the ESA APPRISE Oncology Program?

+ Increased risk of death and/or increased risk of tumor progression or recurrence in patients
with cancer.

* ESAs shoriened overall survival and/or increased the risk of tumor progression or recurrence in clinical
studies in patients with breast, non-small cell lung, head and neck. lymphoid, and cervical cancers.

Key Program Requirements

Healthcare Providers Hospitals

1. Complete Training 1a. Select a Hospital Designee
1b. Hospital Designee Completes Training

2. Enroll in the ESA APPRISE Oncology Program 2. Enroll in the ESA APPRISE Oncology Program

3. Counsel and Document 3. Implement
« Counsel each patient on the nsks of ESAs prior  « Hospital Designee to establish or oversee the
to each new course of ESA therapy. establishment of a system, order sets, protocols,
« Document that the risk benefit discussion with or other measures designed to ensure that the
each patient has occurred by completing the hospital is in compliance with the Program.

Acknowledgment Form and providing each
patient a copy of the signed form.

The ESA APPRISE Oncology Program training and enroliment takes you step-by-step through the required
training and enroliment process.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Questions about the ESA APPRISE Oncology Program?
Ifyou need more information about the ESA APPRISE Oncology Program:

« Call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089, or
« Coniact your local Amgen or Janssen Products, LP Field Representative

*Additional information on REMS may be found at www FDA gov
Aranesp® and Epogen@iProcrit® are different drugs with distinct dosing schedules.

This document has been required by the US Food and Drug Administration as part of a Risk Evaluation and Mitigation
Strategy (REMS) for Aranesp® Epogen®, and Procrit®. '

Hume Canlag s Pinviacy Polite Tafms af Liss

Thiz program iz imlznded for residenls ofthe Unifed Siates ol
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* ESAs shoriened overall survival and/or increased the risk of tumor progression or recurrence in clinical
studies in patients with breast, non-small cell lung, head and neck. lymphoid, and cervical cancers.

Key Program Requirements

Healthcare Providers Hospitals

1. Complete Training 1a. Select a Hospital Designee
1b. Hospital Designee Completes Training

2. Enroll in the ESA APPRISE Oncology Program 2. Enroll in the ESA APPRISE Oncology Program

3. Counsel and Document 3. Implement
« Counsel each patient on the nsks of ESAs prior  « Hospital Designee to establish or oversee the
to each new course of ESA therapy. establishment of a system, order sets, protocols,
« Document that the risk benefit discussion with or other measures designed to ensure that the
each patient has occurred by completing the hospital is in compliance with the Program.

Acknowledgment Form and providing each
patient a copy of the signed form.

The ESA APPRISE Oncology Program training and enroliment takes you step-by-step through the required
training and enroliment process.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Questions about the ESA APPRISE Oncology Program?
Ifyou need more information about the ESA APPRISE Oncology Program:

« Call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089, or
« Coniact your local Amgen or Janssen Products, LP Field Representative

*Additional information on REMS may be found at www FDA gov
Aranesp® and Epogen@iProcrit® are different drugs with distinct dosing schedules.

This document has been required by the US Food and Drug Administration as part of a Risk Evaluation and Mitigation
Strategy (REMS) for Aranesp® Epogen®, and Procrit®. '
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+ Increased risk of death and/or increased risk of tumor progression or recurrence in patients
with cancer.

* ESAs shoriened overall survival and/or increased the risk of tumor progression or recurrence in clinical
studies in patients with breast, non-small cell lung, head and neck. lymphoid, and cervical cancers.

Key Program Requirements

Healthcare Providers Hospitals

1. Complete Training 1a. Select a Hospital Designee
1b. Hospital Designee Completes Training

2. Enroll in the ESA APPRISE Oncology Program 2. Enroll in the ESA APPRISE Oncology Program

3. Counsel and Document 3. Implement
« Counsel each patient on the nsks of ESAs prior  « Hospital Designee to establish or oversee the
to each new course of ESA therapy. establishment of a system, order sets, protocols,
« Document that the risk benefit discussion with or other measures designed to ensure that the
each patient has occurred by completing the hospital is in compliance with the Program.

Acknowledgment Form and providing each
patient a copy of the signed form.

The ESA APPRISE Oncology Program training and enroliment takes you step-by-step through the required
training and enroliment process.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Questions about the ESA APPRISE Oncology Program?
Ifyou need more information about the ESA APPRISE Oncology Program:

« Call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089, or
« Coniact your local Amgen or Janssen Products, LP Field Representative

*Additional information on REMS may be found at www FDA gov
Aranesp® and Epogen@iProcrit® are different drugs with distinct dosing schedules.

This document has been required by the US Food and Drug Administration as part of a Risk Evaluation and Mitigation
Strategy (REMS) for Aranesp® Epogen®, and Procrit®. '
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Training Module for Healthcare Providers

Erythropoiesis Stimulating Agents (ESAs) are used to treat anemia for patients with cancer where anemia is due to the effect of
concomitant myelosuppressive chemotherapy and include Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit®
(epoetin alfa). The Food and Drug Administration (FDA) has determined that a Risk Evaluation and Mitigation Strategy (REMS)
is necessary for ESAs used to treat patients with cancer to ensure that the benefits of these drugs outweigh the risks of
shortened overall survival and/or increased risk of tumor progression or recurrence as shown in clinical studies of patients with
breast, non-small cell lung, head and neck, lymphoid, and cervical cancers.

The ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use of ESAs) Oncology Program
is part of the REMS. This training module is required for cerification in the ESA APPRISE Oncology Program and is intended
for healthcare providers (HCPs) who prescribe, or prescribe and dispense, ESASs for patients with cancer.

The goal of the REMS for Aranesp® and Epogen®/Procrit® is:
To support informed discussions between patients with cancer and their healthcare providers by:

« educating healthcare providers about the risks and safe use conditions of ESAs for patients with cancer

« informing patients about the risk of shortened overall survival and/or increased risk of tumor progression or recurrence
when ESAs are used to treat anemia due to concomitant myelosuppressive chemotherapy.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in ELISP'EHSiDH of YOuUr access to ESAs

This training module, as a component of this REMS Program, presents the requirements for HCPs who prescribe, or prescribe
and dispense, Aranesp®, Epogen®, or Procrit® for patients with cancer.

This Training Module features four sections:

Section 1. Key safety information for the use of ESAs for patients with cancer
Section 2: Appropriate use of ESAs for patients with cancer

Section 3. HCP Program requirements and materials

Section 4: Enroliment

Flease see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNING S and Medication Guides, available at
WWWw.esa-apprise.com.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

Click the next button to continue

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Use

This program 15 intended for residents of the United States only.
@ 2013 Amgen and Janssen Products, LP
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Section 1: Key Safety Information for Use of ESAs for Patients
With Cancer

ESAs resulted in decreased locoregional control/progression-free survival and/or overall survival.

As shown in the table below, these findings were observed in studies of patients with advanced head and neck cancer
receiving radiation therapy (Studies 5 and &), in patients receiving chemotherapy for metastatic breast cancer (Study 1) or
lymphoid malignancy (Study 2). and in patients with non-small cell lung cancer or various malignancies who were not receiving
chemotherapy or radiotherapy (Studies 7 and 8).

Hemoglobin Hemoglobin Primary Efficacy Adverse Quicome for

Chemotherapy

Study 1 12-14 gidL 12.9 gidL; 12-month overall sunvival Decreased 12-maonth survival
Metastatic breast 122, 133 gidL

cancer

(n=1939)

Study 2 13-15 gidL (M) 11 gidL; Proportion of patients achieving a Decreased overall survival
Lymphoid 13-14 g/dL (F) 9.3, 121 g/dL hemoglobin response

malignancy

(n=344)

Study 3 12.5-13 gidL 13.1 gidl; Relapse-free and overall survival Decreased 3-year relapse-free and
Early breast 125, 13.7 g/dL overall survival

cancer

(n=733)

Study 4 12-14 gidL 12.7 gidL; Progression-free and overall survival Decreased 3-year progression-free
Cenvical cancer 121,133 g/dL and locoregional control and overall survival and locoregional
(n=114) contral

Radictherapy Alone

Study 5 =15 gidL (M) Mot available Locoregional progression-free Decreased 5-year locoregional
Head and neck =14 gidL (F) sunival pragression-free and overall sunvival
cancer

(n=351)

Study 6 14-15.5 g/dL Mot available Locoregional disease control Decreased locoregional disease
Head and neck control

cancer

(n = 522)

Mo Chemotherapy or Radiotherapy

Study 7 12-14 gidL Mot available Cluality of life Decreased averall survival
Mon-small cell

lung cancer

(n=T70)

Study 8 12-13 gidL 10.6 gidL; RBC transfusions Decreased overall survival
Mon-myeloid 9.4 11.8 g/dL

malignancy

(n=1089)

*Q1= 25th percentile
13=75th percentile

Decreased Overall Survival

Study 1 was a randomized, placebo-controlled study of 939 women with metastatic breast cancer receiving chemotherapy;
patients received either weekly epoetin alfa or placebo for up to a year. This study was designed to show that survival was
superior when epoetin alfa was administered to prevent anemia (maintain hemoglobin levels between 12 and 14 g/dL or
hematocrit between 36% and 42%). This study was terminated prematurely when interim results demonstrated a higher
mortality at 4 months (8.7% vs. 3.4%) and a higher rate of fatal thrombotic reactions (1.1% vs. 0.2%) in the first 4 months of
the study among patients treated with epoetin alfa. The most common investigator-attributed cause of death within the first 4
months was disease progression; 28 of 41 deaths in the epoetin alfa arm and 13 of 16 deaths in the placebo arm were
attributed to disease progression. Investigator-assessed time to tumor progression was not different between the 2 groups.
Survival at 12 months was significantly lower in the epoetin alfa arm (70% vs. 76%, HR 1.37, 85% Cl: 1.07,1.75, p = 0.012).

Study 2 was a randomized, double-blind study (darbepoetin alfa vs. placebo) conducted in 344 anemic patients with lymphoid
malignancy receiving chemotherapy. With a median follow-up of 29 months, overall mortality rates were significantly higher
among patients randomized to darbepoetin alfa as compared to placebo (HR 1.36, 95% CI: 1.02, 1.82).

Study 7 was a multicenter, randomized, double-blind study (epoetin alfa vs. placebo) in which patients with advanced non-small
cell lung cancer receiving only palliative radiotherapy or no active therapy were treated with epoetin alfa to achieve and
maintain hemoglobin levels between 12 and 14 g/dL. Following an interim analysis of 70 patients (planned accrual 300
patients), a significant difference in survival in favor of the patients in the placebo arm of the study was observed (median
survival 63 vs. 129 days, HR 1.84, p=0.04).

Study 8 was a randomized, double-blind study (darbepoetin alfa vs. placebo) in 989 anemic patients with active malignant
disease, neither receiving nor planning to receive chemotherapy or radiation therapy. There was no evidence of a statistically
significant reduction in proportion of patients receiving RBC transfusions. The median survival was shorter in the darbepoetin
alfa treatment group than in the placebo group (& months vs. 10.6 months, HR 1.30, 95% CI: 1.07, 1.57).

Decreased Progression-free Survival and Overall Survival

Study 3 was a randomized, open-label, controlled, factorial design study in which darbepoetin alfa was administered to prevent
anemia in 733 women receiving neo-adjuvant breast cancer treatment. A final analysis was performed after a median follow-up
of approximately 3 years. The 3-year survival rate was lower (86% vs. 90%; HR 1.42,  95% CI2 0.93, 2.18) and the 3-year
relapse-free survival rate was lower (72% vs. 78%; HR 1.33, 95% CI: 0.99, 1.79) in the darbepoetin alfa-treated arm compared
to the control arm.

Study 4 was a randomized, open-label, controlled study that enrolled 114 of a planned 460 cervical cancer patients receiving
chemotherapy and radiotherapy. Patients were randomized to receive epoetin alfa to maintain hemoglobin between 12 and 14
g/dL or to RBC transfusion support as needed. The study was terminated prematurely due to an increase in thromboembolic
adverse reactions in epoetin alfa-treated patients compared to control {19% vs. 9%). Both local recurrence (21% vs. 20%) and
distant recurrence (12% vs. 7%) were more frequent in epoetin alfa-treated patients compared to control. Progression-free
survival at 3 years was lower in the epoetin alfa-treated group compared to control (59% vs. 62%; HR 1.06, 95% CI: 0.58,
1.91). Overall survival at 3 years was lower in the epoetin alfa-treated group compared to control (61% vs. 71%; HR 1.28, 95%
Cl: 0.68, 2.42).

Study 5 was a randomized, placebo-controlled study in 351 head and neck cancer patients where epoetin beta or placebo was
administered to achieve target hemoglobins > 14 and = 15 g/dL for women and men, respectively. Locoregional
progression-free survival was significantly shorter in patients receiving epoetin beta (HR 1.62, 95% CI- 1.22, 2.14; p = 0.0008)
with medians of 406 days and 745 days in the epoetin beta and placebo arms respectively. Overall survival was significantly
shorter in patients receiving epoetin beta (HR 1.39, 95% CI: 1.05, 1.84; p=0.02).

Decreased Locoregional Control

Study 6 was a randomized, open-label, controlled study conducted in 522 patients with primary squamous cell carcinoma of the
head and neck receiving radiation therapy alone (no chemotherapy) who were randomized to receive darbepoetin alfa to
maintain hemoglobin levels of 14 to 15.5 g/dL or no darbepoetin alfa. An interim analysis performed on 484 patients
demonstrated that locoregional control at 5 years was significantly shorter in patients receiving darbepoetin alfa (RR 1.44, 95%
Cl: 1.06, 1.96; p = 0.02). Overall survival was shorter in patients receiving darbepoetin alfa (RR 1.28, 95% CI. 0.98, 168, p=
0.08).

Please see the full prescribing information for Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), or Procrit® (epoetin alfa)

for other risks associated with these ESAs, including other Warnings and Precautions, and Adverse Reactions.
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 1: Key Safety Information for Use of ESAs in Patients With Cancer?

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Use

program is intended for residents of the United States anly
@ 2012 Amgen and Janssen Products, LFP
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

+ ESAs are not indicated for use:

« in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

« in patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.
= as a substitute for RBC transfusions in patients who require immediate correction of anemia.

« ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Important Dosing and Treatment Information
« |nitiate ESAs in patients on cancer chemotherapy only if the hemoglobin is less than 10 g/dL.

» Use the lowest dose of ESAs necessary o avoid RBC transfusions.
* Discontinue ESAs following the completion of a chemotherapy course.

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides.
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Use

This program 15 intended for residents of the United States only.
20132 Amgen and Janssen Products, LP
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI

« FSAs have not been sho True or False: ESAs are not indicated for the treatment of anemia for
patients with cancer receiving myelosuppressive chemotherapy when

Important Dosing and Tre the anticipated outcome is cure.

= |nitiate ESAs in patients ¢
= Use the lowest dose of E

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI
+« ESAs have not been sho Correct.

ESAs are not indicated for the treatment of anemia for patients with

imporiant DOsing and Tre cancer receiving myelosuppressive chemotherapy when the
© Initiale ESAs In patients ¢ | anticipated outcome is cure.

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress

Comtac Us Frivacy Polléy Tegms af Lsza

THis prodram s Intended for residents of the Linited States arlly.
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI

« ESAs have not been sho Incorrect.

2 The correct statement is: ESAs are not indicated for the treatment of
imporiant DOsing and T anemia for patients with cancer receiving myelosuppressive
* Initiate ESAs in patients chemotherapy when the anticipated outcome is cure.

* Use the lowest dose of E

* Discontinue ESAS followil “

Please see the Aranesp®, E viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI

« FSAs have not been sho True or False: Initiate ESAS in patients with cancer receiving
myelosuppressive chemotherapy only when hemoglobin level is less

important Dosing and e nan 11g/dL.

= |nitiate ESAs in patients ¢
= Use the lowest dose of E

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress

Comtac Us Frivacy Polléy Tegms af Lsza
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI

« ESAs have not been sho Incorrect.

1 The correct statement is: Initiate ESAs in patients with cancer
imporiant DOsing and Tre receiving myelosuppressive chemotherapy only when hemoglobin
* Initiate ESAs in patients ¢ level is less than 10 g/dL.

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI
+« ESAs have not been sho Correct.

: Initiate ESAs in patients with cancer receiving myelosuppressive
Important Dosing and Tre | -nomotherapy only when hemoglobin level is less than 10 g/dL.
= |nitiate ESAs in patients ¢

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress

Comtac Us Frivacy Polléy Tegms af Lsza
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI

« FSAs have not been sho True or False: ESAs should be discontinued following the completion
of a chemotherapy course.

Important Dosing and Tre
= |nitiate ESAs in patients ¢

* Use the lowest dose of E

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI
+« ESAs have not been sho Correct.

ESAs should be discontinued following the completion of a

Important Dosing and Tre chemotherapy course.

= |nitiate ESAs in patients ¢
* Use the lowest dose of E
* Discontinue ESAS followi

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

* in patients with cancer Healthcare Provider Knowledge Check % g

= 35 3 substitute for RBI

« ESAs have not been sho Incorrect.

The correct statement is: ESAs should be discontinued following the

Important Dosing and Tre completion of a chemotherapy course.

= |nitiate ESAs in patients ¢
* Use the lowest dose of E
* Discontinue ESAS followi

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 3: Program Requirements and Materials for Healthcare
Providers

HCP requirements for patient counseling
The ESA APPRISE Oncology Program requires HCPs to counsel patients in the following manner:

= Counsel each patient on the risks (increased risk of mortality and increased risk of tumor progression or recurrence) of
Aranesp® or Epogen®/Procrit® before each new course of ESA therapy by reviewing the Acknowledgment Form.

» Discuss each patient's questions or concerns about ESAs.

* Document that the risk-benefit discussion with each patient has occurred by completing the Acknowledgment | ———
Form with each patient and providing each patient a copy of the signed form. -

CLICK HERE

+ Completed Acknowledgment Forms (or modified version consistent with the allowable changes) must be available to the
ESA APPRISE Oncology Program for auditing purposes in a manner that does not require disclosure of the patient's
medical record.

* |n a private practice-based clinic, store the forms on-site and/or archive them through an electronic medical records
system as long as they are retrievable.

= |n a hospital, provide the completed Acknowledgment Form (or modified version consistent with the allowable changes) to
the Hospital Designee responsible for maintaining and storing the forms.

* To leam more about allowable changes to the Acknowledgment Form, please refer to the Guidelines
for Acknowledgment Form Integration Within Healthcare Systems and Clinics flashcard.

e
— & |

CLICK HERE

Failure to comply with the ESA APPRISE Oncology Program
l'-Eﬂl.lil'Eﬂ"l-EﬂtE will result in SLISP'EHS-iDH of YOuUr access to ESAs

Upon completion of this enrollment process, you will receive an ESA APPRISE Oncology Program enroliment identification (1D)
number via email (or by fax if no email address is provided). Your enrollment ID number will be required on every
Acknowledgment Form.

Cnce you have enrolled, you will receive materials to assist you in implementing the ESA APPRISE Oncology Program. These
materials will be shipped to each private practice location listed on your enrollment form. If your primary practice location is a
hospital, these materials will be sent fo the Hospital Designee.

These materials include:
» ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Forms

« Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics

» Steps for Healthcare Providers Who Prescribe, or Prescribe and Dispense, ESAs for Patients With Cancer
Should you have any questions during this training and enroliment process, call the ESA APPRISE Oncology Program Call

Center at 1-866-284-8089 or ask your local PdTIgEH or Janssen Products, LP Field REDTEEEHIE!IWE.
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LF

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 3: Program Requirements and Materials for Healthcare Providers?

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Lise

This program is intended for residents of the United States only.

@ 2013 Amgen and Janssen Products, LP
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Section 4: Healthcare Provider Enrolilment

Mow that you have completed the ESA APPRISE Oncology Program Training Module, you are ready to enroll. Enroliment
confirms the fact that you have reviewed the safety and appropriate use information for ESAs for patients with cancer, commits
you to complying with the Program requirements, and asks you to list all your sites of practice.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

You must respond to the following question fo advance to the next section

Have you reviewed all of Section 4: Healthcare Provider Enroliment?

Training & Enrollment Progress
BACK Il NEXT

Contact Us Privacy Policy Terms of Lise

This program is intended for residents of the United States only
© 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program Enrollment for Healthcare
Providers

| agree to the following:
| have reviewed the appropriate current prescribing information and Medication Guide for Aranesp® or Epogen®/Procrit®.

+ | understand that ESAs shortened overall survival and/or increased the risk of tumor progression or recurrence in clinical
studies in patients with breast, non-small cell lung, head and neck, lymphoid, and cervical cancers.

» | understand that in order to decrease these risks, the lowest dose of ESAs should be used to avoid red blood cell (RBC)
transfusions.

« | understand that ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is
due to the effect of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional
months of planned chemotherapy.

» | understand that ESAs are not indicated for use as a substitute for RBC transfusions in patients who require immediate
comrection of anemia.

« | understand that ESAs are not indicated for use in patients with cancer receiving hormonal agents, biologic products, or
radiotherapy, unless also receiving concomitant myelosuppressive chemotherapy.

» | understand that ESAs are not indicated for use in patients with cancer receiving myelosuppressive chemotherapy when the
anficipated outcome IS cure.

| understand that ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

» | understand that ESAs should be discontinued following the completion of a chemotherapy course.

| have reviewed the ESA APPRISE Oncology Program requirements and agree that:
» | will discuss my patient's questions or concerns about Aranesp® or Epogen®/Procrit®.

* | will counsel each patient on the risks (increased risk of mortality and increased risk of tumor progression or recurrence) of
Aranesp® or Epogen®/Procrit® before each new course of ESA therapy by reviewing the Acknowledgment Form.

» | will document that the discussion with each patient has occurred by completing an Acknowledgment Form with each patient
and providing each patient a copy of the signed form.

= By signing the patient section of the form, the patient acknowledges the following:

= | acknowledge that my healthcare provider did the following before | received my first dose of Aranesp® or
Epogen®/Procrits:

= Told me about the benefits and risks of ESA therapy.
= Answered all of my questions or concerns about my treatment with an ESA.

« By signing the HCP section of the form, as a healthcare provider certified in the ESA APPRISE Oncology Program, |
acknowledge that prior to the initiation of each new course of ESA therapy:

= | counseled the patient on the risks of Aranesp® or Epogen®/Procrit® by reviewing the Acknowledgment Form.

= | discussed all concerns and answered all questions the patient had about treatment with Aranesp® or
Epogen®/Procrit® to the best of my ability.

= The patient or patient representative signed the Acknowledgment Form in my presence and | provided a copy of the
signed Acknowledgment Form to the patient.

When | prescribe, or prescribe |« | will make completed Acknowledgment Forms (or modified versions consistent with the

and dispense, an ESA o a allowable changes) available to the ESA APPRISE Oncology Program for auditing
patient with cancer in my clinic, purposes in a manner that does not require disclosure of the patient's medical record,
or an ESA is dispensed for and to store the Acknowledgment Forms on-site and/or archive them in a retrievable
administration under my manner.

supervision to a patient with
cancer, such as an infusion
center:

= | agree that the ESA obtained for use in my patients with cancer will not be prescribed, or
prescribed and dispensed, by an uncertified HCP,

= | will ensure the ESA that | prescribe will be dispensed under my supervision.

When | prescribe or order an » | will provide the completed Acknowledgment Form (or modified version consistent with the
ESA for a patient with cancer in allowable changes) to the Hospital Designee responsible for maintaining and storing the
a hospital: forms.

« | will comply with any Program auditing required to assess the effectiveness of the ESA APPRISE Oncology Program.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

You must agree to the above to advance to the enroliment form

| have completed the ESA APPRISE Program Training Module. | understand that failure to comply with the ESA
APPRISE Oncology Program requirements will result in suspension of my access to ESAs.

Training & Enrollment Progress

Conlact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP

Reference ID: 3429800



Full Prescribing Information Medication
mcluding Boxed WARNINGS Guides

Important Safety - . Training & " "
P ; 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Program Enroliment for Healthcare Providers

© indicates a required field.

—Prescriber Information

My primary practice @ ) Private practice-based clinic
location is (selectone) ) {ogpital or outpatient facility

affiliated with a
hospital/institution

First Name ©

Last Name ©

Professional Designation @ -

Title

Email Address ©

Confirm Email Address ©

NPI # ©

- 0F =

State/Territory License # © -
and Issuing State

—Electronic Signature

Your signature and date are required to complete your enroliment. Please enter your name and date in the space
provided. This will serve as your electronic signature and will certify that you have read and agree with the terms
provided.

Signature @ [ cisndlasiName

Date © Today's date (mmfdd/yyyy)

Training & Enrollment Progress

Home Contact Us Privacy Policy

This program is intended for residents of the United States only.
@ 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program Enrollment for Healthcare Providers

© indicates a required field.

—Primary Practice Location
Please provide ZIP code or city/state to find your Primary Practice Location

ZP City State
== - EE!EHEI'I

Please select your Primary Practice Location

Primary Practice Search Results

Practice Name = Address City | State ZIP Code

"] Primary practice is not listed

—Primary Practice Contact Information

Same as Contact Information
and Primary Location Address

First Name ©

Last Name @

Address ©

city ©

State © -

ZIP Code ©

Email Address ©

Confirm Email Address ©

Phone (#i-#8-#H) ©

Fax (#-#us-1H ©

Training & Enrollment Progress

Conlact Us Privacy Folicy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program Enroliment for Healthcare Providers

© indicates a required field.

—Primary Practice Location

Primary Practice Name ©

Address ©

city ©

State © -

ZIP Code ©
Search by ZIP code or City/State

—Primary Practice Contact Information

Same as Contact Information
and Primary Location Address

First Name ©

Last Name ©

Address @

city ©

State © -

ZIP Code ©

Email Address ©

Confirm Email Address @

Phone (##-#H-##) ©
Fax (- ©

Training & Enrollment Progress

Home Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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—Primary Practice Address Match
The address you entered has returned similar entries in the ESA APPRISE Oncology Program address database.

Information
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ESA APPRISE Oncology Program Enrollment for Healthcare Providers

© indicates a required field.

The address you entered follows:

Please select an address already available in the ESA APPRISE Oncology Program below or confirm your address.

I:f_;]

- '::I

I:.

@

l:.

NEW PRACTICE NAME MAIN
1001 MAIN ELVD
LOS ANGELES, CA 30001

NEW PRACTICE
1001 MAIN ELVD
LOS ANGELES, CA 30001

NEW PRACTICE MAIN
1001 MAIN ELVD
LOS ANGELES, CA 30001

NEW PRACTICE MAIN
1001 MAIN BLVD
LOS ANGELES, CA 30001

NEW PRACTICE NAME MAIN
1001 MAIN ELVD
LOS ANGELES, CA 30001

NEW PRACTICE
1001 MAIN BLVD
LOS ANGELES, CA 50001

NEW PRACTICE MAIN
1001 MAIN ELVD
LOS ANGELES, CA 30001

NEW PRACTICE MAIN
1001 MAIN ELVD
LOS ANGELES, CA 50001

NEW PRACTICE NAME MAIN
1001 MAIN ELVD
LOS ANGELES, CA 50001

NEW PRACTICE NAME MAIN
1001 MAIN ELVD
LOS ANGELES, CA 30001

Your entered address:

New Practice Name
1001 Main Blvd
Los Angeles, CA 50001

New Fl:-lt:trne Name
1001 Main Blvd
Los Angeles, CA 50001

Reference ID: 3429800

Home

Training & Enrollment Progress

ContactUs Privacy Policy Terms of Use

This program is intended for residents of the United States only,
@ 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program Enroliment for Healthcare Providers

© indicates a required field.

—Additional Practice Locations
Enter in a combination of up to 3 ZIP codes or City/State combinations to search for additional affiliation sites to

enroll.
AP City State

-0r - -
ZIP City State

== -
ZIP City State

i ¥

Please select up to 10 Secondary Practice Locations

Secondary Practice Search Results

Practice Name Address , City State ZIP Code |

Training & Enrollment Progress
BACK

Contact Us Privacy Policy Terms of Lse

This program is intended for residents of the United States only
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ESA APPRISE Oncology Program Enroliment for Healthcare Providers

Thank you for participating in the ESA APPRISE Oncology Program

& Printthis Page

Your enroliment is now complete. Below is your ESA APPRISE Oncology Program enrollment identification (1D)
number along with a list of the site affiliation(s) you provided.

Enroliment ID: 123456
Your Enrollment 1D will be required on every ESA APPRISE Oncology Program Patient and Healthcare Provider

AL IEI'!DWEE:dQ ment Form.
Site Affiliation(s)
Site 1D Site Name Site Address City State Zip Affiliation(s)
123456 XYL 123 E MAIN ST Scottsdale  |AZ 85225 |Primary
66739 XYL 123 E MAIN ST Scottsdale |AL 85225 |Secondary

You will receive the materials for the ESA APPRISE Oncology Program. The materials will be shipped to each private
practice location in the above list. If your primary practice location is a hospital, these materials will be sent to the
Hospital Designee.

These materials include:

« ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Forms
» Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics
» Steps for Healthcare Providers Who Prescribe, or Prescribe and Dispense, ESAs for Patients With Cancer

Until your materials arrive you can download and print the ESA APPRISE Oncology Program Patient and Healthcare
Provider Acknowledgment Form.

For questions regarding the ESA APPRISE Oncology Program, please visit the ESA APPRISE Oncology Program
Frequently Asked Questions page, call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089 or contact
your local Amgen or Janssen Products, LP Field Representative.

Print this confirmation notice. It is recommended that it be kept in a safe location as you will need to
reference your enroliment number to access your profile.

An email has also been sent confirming your enrollment. If you do not receive a confirmation email, please check your
email spam folder.

Contact s Privacy Policy Terms of Lise

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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Training Module for Hospital Designees

Erythropoiesis Stimulating Agents (ESAs) are used to treat anemia for patients with cancer where anemia is due to the effect of
concomitant myelosuppressive chemotherapy and include Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit®
(epoetin alfa). The Food and Drug Administration (FDA) has determined that a Risk Evaluation and Mitigation Strategy (REMS)
is necessary for ESAs used to treat patients with cancer to ensure that the benefits of these drugs outweigh the risks of
shortened overall survival and/or increased risk of tumor progression or recurrence as shown in clinical studies of patients with
breast, non-small cell lung, head and neck, lymphoid, and cervical cancers.

The ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use of ESAs) Oncology Program
Is part of the REMS. This Training Module is required for certification in the ESA APPRISE Oncology Program and is intended
for Hospital Designees at hospitals that dispense ESAs for patients with cancer.

The goal of the REMS for Aranesp® and Epogen®/Procrit® is:
To support informed discussions between patients with cancer and their healthcare providers by:

« educating healthcare providers about the risks and safe use conditions of ESAs for patients with cancer

« informing patients about the risk of shortened overall survival and/or increased risk of tumor progression or recurrence
when ESAs are used to treat anemia due to concomitant myelosuppressive chemotherapy.

Failure to comply with the ESA APPRISE Oncology Program requirements
will result in suspension of the hospital's access to ESAs

This training module, as a component of this REMS Program, presents the requirements for HCPs who prescribe, or prescribe
and dispense, Aranesp® Epogen®, or Procrit® for patients with cancer as well as the requirements for Hospital Designees who
must oversee implementation of this safety program at their respective Hospitals.

This Training Module features four sections:

Section 1: Key safety information for the use of ESAs for patients with cancer
Section 2: Appropriate use of ESAs for patients with cancer

Section 3: HCP and Hospital Designee Program requirements and materials
Section 4: Enroliment

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides.
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

Click the next button to continue

Training & Enrollment Progress

Contact Us Privacy Paolicy Terms of Use

This program is intended for residents of the United States only.
@ 2013 Amgen and Janssen Products, LP
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Section 1: Key Safety Information for Use of ESAs for Patients
With Cancer

ESAs resulted in decreased locoregional control/progression-free survival and/or overall survival.

As shown in the table below, these findings were observed in studies of patients with advanced head and neck cancer
receiving radiation therapy (Studies 5 and &), in patients receiving chemotherapy for metastatic breast cancer (Study 1) or
lymphoid malignancy (Study 2). and in patients with non-small cell lung cancer or various malignancies who were not receiving
chemotherapy or radiotherapy (Studies 7 and 8).

Hemoglobin Hemoglobin Primary Efficacy Adverse Quicome for

Chemotherapy

Study 1 12-14 gidL 12.9 gidL; 12-month overall sunvival Decreased 12-maonth survival
Metastatic breast 122, 133 gidL

cancer

(n=1939)

Study 2 13-15 gidL (M) 11 gidL; Proportion of patients achieving a Decreased overall survival
Lymphoid 13-14 g/dL (F) 9.3, 121 g/dL hemoglobin response

malignancy

(n=344)

Study 3 12.5-13 gidL 13.1 gidl; Relapse-free and overall survival Decreased 3-year relapse-free and
Early breast 125, 13.7 g/dL overall survival

cancer

(n=733)

Study 4 12-14 gidL 12.7 gidL; Progression-free and overall survival Decreased 3-year progression-free
Cenvical cancer 121,133 g/dL and locoregional control and overall survival and locoregional
(n=114) contral

Radictherapy Alone

Study 5 =15 gidL (M) Mot available Locoregional progression-free Decreased 5-year locoregional
Head and neck =14 gidL (F) sunival pragression-free and overall sunvival
cancer

(n=351)

Study 6 14-15.5 g/dL Mot available Locoregional disease control Decreased locoregional disease
Head and neck control

cancer

(n = 522)

Mo Chemotherapy or Radiotherapy

Study 7 12-14 gidL Mot available Cluality of life Decreased averall survival
Mon-small cell

lung cancer

(n=T70)

Study 8 12-13 gidL 10.6 gidL; RBC transfusions Decreased overall survival
Mon-myeloid 9.4 11.8 g/dL

malignancy

(n=1089)

*Q1= 25th percentile
13=75th percentile

Decreased Overall Survival

Study 1 was a randomized, placebo-controlled study of 939 women with metastatic breast cancer receiving chemotherapy;
patients received either weekly epoetin alfa or placebo for up to a year. This study was designed to show that survival was
superior when epoetin alfa was administered to prevent anemia (maintain hemoglobin levels between 12 and 14 g/dL or
hematocrit between 36% and 42%). This study was terminated prematurely when interim results demonstrated a higher
mortality at 4 months (8.7% vs. 3.4%) and a higher rate of fatal thrombotic reactions (1.1% vs. 0.2%) in the first 4 months of
the study among patients treated with epoetin alfa. The most common investigator-attributed cause of death within the first 4
months was disease progression; 28 of 41 deaths in the epoetin alfa arm and 13 of 16 deaths in the placebo arm were
attributed to disease progression. Investigator-assessed time to tumor progression was not different between the 2 groups.
Survival at 12 months was significantly lower in the epoetin alfa arm (70% vs. 76%, HR 1.37, 85% Cl: 1.07,1.75, p = 0.012).

Study 2 was a randomized, double-blind study (darbepoetin alfa vs. placebo) conducted in 344 anemic patients with lymphoid
malignancy receiving chemotherapy. With a median follow-up of 29 months, overall mortality rates were significantly higher
among patients randomized to darbepoetin alfa as compared to placebo (HR 1.36, 95% CI: 1.02, 1.82).

Study 7 was a multicenter, randomized, double-blind study (epoetin alfa vs. placebo) in which patients with advanced non-small
cell lung cancer receiving only palliative radiotherapy or no active therapy were treated with epoetin alfa to achieve and
maintain hemoglobin levels between 12 and 14 g/dL. Following an interim analysis of 70 patients (planned accrual 300
patients), a significant difference in survival in favor of the patients in the placebo arm of the study was observed (median
survival 63 vs. 129 days, HR 1.84, p=0.04).

Study 8 was a randomized, double-blind study (darbepoetin alfa vs. placebo) in 989 anemic patients with active malignant
disease, neither receiving nor planning to receive chemotherapy or radiation therapy. There was no evidence of a statistically
significant reduction in proportion of patients receiving RBC transfusions. The median survival was shorter in the darbepoetin
alfa treatment group than in the placebo group (& months vs. 10.6 months, HR 1.30, 95% CI: 1.07, 1.57).

Decreased Progression-free Survival and Overall Survival

Study 3 was a randomized, open-label, controlled, factorial design study in which darbepoetin alfa was administered to prevent
anemia in 733 women receiving neo-adjuvant breast cancer treatment. A final analysis was performed after a median follow-up
of approximately 3 years. The 3-year survival rate was lower (86% vs. 90%; HR 1.42,  95% CI2 0.93, 2.18) and the 3-year
relapse-free survival rate was lower (72% vs. 78%; HR 1.33, 95% CI: 0.99, 1.79) in the darbepoetin alfa-treated arm compared
to the control arm.

Study 4 was a randomized, open-label, controlled study that enrolled 114 of a planned 460 cervical cancer patients receiving
chemotherapy and radiotherapy. Patients were randomized to receive epoetin alfa to maintain hemoglobin between 12 and 14
g/dL or to RBC transfusion support as needed. The study was terminated prematurely due to an increase in thromboembolic
adverse reactions in epoetin alfa-treated patients compared to control {19% vs. 9%). Both local recurrence (21% vs. 20%) and
distant recurrence (12% vs. 7%) were more frequent in epoetin alfa-treated patients compared to control. Progression-free
survival at 3 years was lower in the epoetin alfa-treated group compared to control (59% vs. 62%; HR 1.06, 95% CI: 0.58,
1.91). Overall survival at 3 years was lower in the epoetin alfa-treated group compared to control (61% vs. 71%; HR 1.28, 95%
Cl: 0.68, 2.42).

Study 5 was a randomized, placebo-controlled study in 351 head and neck cancer patients where epoetin beta or placebo was
administered to achieve target hemoglobins > 14 and = 15 g/dL for women and men, respectively. Locoregional
progression-free survival was significantly shorter in patients receiving epoetin beta (HR 1.62, 95% CI- 1.22, 2.14; p = 0.0008)
with medians of 406 days and 745 days in the epoetin beta and placebo arms respectively. Overall survival was significantly
shorter in patients receiving epoetin beta (HR 1.39, 95% CI: 1.05, 1.84; p=0.02).

Decreased Locoregional Control

Study 6 was a randomized, open-label, controlled study conducted in 522 patients with primary squamous cell carcinoma of the
head and neck receiving radiation therapy alone (no chemotherapy) who were randomized to receive darbepoetin alfa to
maintain hemoglobin levels of 14 to 15.5 g/dL or no darbepoetin alfa. An interim analysis performed on 484 patients
demonstrated that locoregional control at 5 years was significantly shorter in patients receiving darbepoetin alfa (RR 1.44, 95%
Cl: 1.06, 1.96; p = 0.02). Overall survival was shorter in patients receiving darbepoetin alfa (RR 1.28, 95% CI. 0.98, 168, p=
0.08).

Please see the full prescribing information for Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), or Procrit® (epoetin alfa)
for other risks associated with these ESAs, including other Warnings and Precautions, and Adverse Reactions.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 1: Key Safety Information for Use of ESAs in Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

+ ESAs are not indicated for use:

« in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

« in patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.
= as a substitute for RBC transfusions in patients who require immediate correction of anemia.

« ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Important Dosing and Treatment Information
« |nitiate ESAs in patients on cancer chemotherapy only if the hemoglobin is less than 10 g/dL.

» Use the lowest dose of ESAs necessary o avoid RBC transfusions.
* Discontinue ESAs following the completion of a chemotherapy course.

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides.
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Use

This program 15 intended for residents of the United States only.
20132 Amgen and Janssen Products, LP

Reference ID: 3429800



Full PFrasoribving Information Medicaltion
mchuding Boxed WARNINGS Guides

- o
| = P ) e

Important Safety
Information Enrollment

- Training &
'._1 VEryiew E‘

Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI

« FSAs have not been sho True or False: ESAs are not indicated for the treatment of anemia for
patients with cancer receiving myelosuppressive chemotherapy when

Important Dosing and Tre the anticipated outcome is cure.

= |nitiate ESAs in patients ¢
= Use the lowest dose of E

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI
+« ESAs have not been sho Correct.

ESAs are not indicated for the treatment of anemia for patients with

imporiant DOsing and Tre cancer receiving myelosuppressive chemotherapy when the
© Initiale ESAs In patients ¢ | anticipated outcome is cure.

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI

« ESAs have not been sho Incorrect.

2 The correct statement is: ESAs are not indicated for the treatment of
Important Dosing and Tre anemia for patients with cancer receiving myelosuppressive
* Initiate ESAs in patients chemotherapy when the anticipated outcome is cure.

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI

« FSAs have not been sho True or False: Initiate ESAS in patients with cancer receiving
myelosuppressive chemotherapy only when hemoglobin level is less

important Dosing and e nan 11g/dL.

= |nitiate ESAs in patients ¢
= Use the lowest dose of E

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI

« ESAs have not been sho Incorrect.

1 The correct statement is: Initiate ESAs in patients with cancer
imporiant DOsing and Tre receiving myelosuppressive chemotherapy only when hemoglobin
* Initiate ESAs in patients ¢ level is less than 10 g/dL.

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI
+« ESAs have not been sho Correct.

: Initiate ESAs in patients with cancer receiving myelosuppressive
Important Dosing and Tre | -nomotherapy only when hemoglobin level is less than 10 g/dL.
= |nitiate ESAs in patients ¢

* Use the lowest dose of E

* Discontinue ESAS followil u

Please see the Aranesp®, E Viedication Guides.

Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI

« FSAs have not been sho True or False: ESAs should be discontinued following the completion
of a chemotherapy course.

Important Dosing and Tre
= |nitiate ESAs in patients ¢

* Use the lowest dose of E

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI
+« ESAs have not been sho Correct.

ESAs should be discontinued following the completion of a

Important Dosing and Tre chemotherapy course.

= |nitiate ESAs in patients ¢
* Use the lowest dose of E
* Discontinue ESAS followi

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 2: Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

« ESAs are not indicated for use:

= in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

LSRR B | pital Designee Knowledge Check x |

= 35 3 substitute for RBI

« ESAs have not been sho Incorrect.

The correct statement is: ESAs should be discontinued following the

Important Dosing and Tre completion of a chemotherapy course.

= |nitiate ESAs in patients ¢
* Use the lowest dose of E
* Discontinue ESAS followi

Please see the Aranesp®, E Viedication Guides.
Aranesp® and Epogen® are registered trademarks of Amaen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 2: Appropriate Use of ESAs for Patients With Cancer?

Training & Enrollment Progress
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Section 3: Program Requirements and Materials for Healthcare
Providers and Hospital Designees

HCP requirements for patient counseling

The ESA APPRISE Oncology Program requires HCPs to counsel patients in the following manner:

+ Counsel each patient on the risks (increased risk of moriality and increased risk of tumor progression or recurrence) of
Aranesp® or Epogen®/Procrit® before each new course of ESA therapy by reviewing the Acknowledgment Form.

» Discuss each patient's questions or concerns about ESAs.

» Document that the risk:benefit discussion with each patient has occurred by completing each section of the ——
Acknowledgment Form with each patient and providing each patient a copy of the signed form. -

CLICK HERE

+ Completed Acknowledgment Forms (or modified version consistent with the allowable changes) must be available to the
ESA APPRISE Oncology Program for auditing purposes in a manner that does not require disclosure of the patient's
medical record.

= |n a private practice-based clinic, store the forms on-site and/or archive them through an electronic medical records
system as long as they are retrievable.

= |n a hospital, provide the completed Acknowledgment Form (or modified version consistent with the allowable changes) to
the Hospital Designee responsible for maintaining and storing the forms.

Hospital Designee Requirements

« Assume the authority and responsibility to internally coordinate and oversee the ESA APPRISE Oncology Program
requirements in the hospital(s) for which you are responsible.

= Complete the Training Module for Hospital Designees.

» Understand that if HCPs in the hospital prescribe Aranesp® or Epogen®/Procrit® to patients with cancer, failure to comply
with Program requirements will lead to suspension of access to ESAs for the hospital.

= |nform all HCPs who prescribe Aranesp® or Epogen®/Procrit® for patients with cancer at the hospital of the Program training
and certification requirements.

« Establish or oversee the establishment of a system, order sets, protocols, or other measures designed to ensure that the
hospital is in compliance with the ESA APPRISE Oncology Program, such that:

= ESAs are only dispensed to patients with cancer after verifying:
- that the HCP who prescribes ESAs for patients with cancer is certified in the Program; and

- that the discussion between the patient and the Program-certified provider on the risks of ESA therapy is documented
by patient and provider signatures on the ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Form prior to initiation of each new course of ESA therapy.

= [fan HCP who prescribes ESAS is not certified in the ESA APPRISE Oncology Program, the provider will be notified that
they are not able to prescribe ESAs for patients with cancer.

= QOversee compliance with Program auditing to assess the effectiveness of the Program.
+ Maintain evidence of compliance with the Program for auditing purposes, as follows:

» Documentation (ie. unigque enroliment ID number) that each HCP in the hospital who prescribes ESAs for patients with
cancer is certified in the Program.

* Documentation of the risk:benefit discussion between certified provider and patient on the Acknowledgment Form for
each patient with cancer for whom an Aranesp® or Epogen®/Procrit® prescription was filled; the Acknowledgment Forms
are to be stored on-site andfor archived in a retrievable manner.

« Completed Acknowledgment Forms (or modified version consistent with the allowable changes) must be available to the ESA
APPRISE Oncology Program for auditing purposes in a manner that does not require disclosure of the patient's medical

record.
« To learm more about allowable changes to the Acknowledgment Form, please refer to the Guidelines for [
Acknowledgment Form Integration Within Healthcare Systems and Clinics flashcard. —
— £ |
CLICK HERE

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides.

Failure to comply with the ESA APPRISE Oncology Program requirements
will result in suspension of the hospital's access to ESAs.

Upon completion of this enrollment process, you (and an alternate contact, if provided) will receive an email (or fax if no email
address is provided) with the ESA APPRISE Oncology Program enroliment |ID number unique to the hospital. This enroliment ID
number allows you fo identify HCPs enrolled at your location, by clicking "Login" at the top right of the ESA APPRISE Oncology
Program website home page. You can also order more Program materials via www esa-apprise.com using the hospital
enroliment 1D number.

Once you have enrolled, you will receive the following materials to assist HCPs in the hospital in implementing the Program:
« ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Forms

» Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics
« Steps for Healthcare Providers Who Prescribe, or Prescribe and Dispense, ESAs for Patients With Cancer
= Steps for Hospitals and Hospital/institution-affiliated Outpatient Facilities That Dispense ESAs to Patients With Cancer

Should you have any questions during this training and enrollment process, call the ESA APPRISE Oncology Program Call
Center at 1-86b-284-8089 or ask your local Amgen or Janssen Products, LP Field Representative.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

Aranesp® and Epogen®&/Procrit® are different drugs with distinct dosing schedules.

You must respond to the following question to advance to the next section

Have you reviewed all of Section 3: Program Requirements and Materials for Healthcare Providers and Hospital
Designees?

Training & Enrollment Progress

Contact s Privacy Policy Terms of Use

This program Is intended for residents of the United States only.
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Section 4: Hospital Designee Enroliment

Mow that you have completed the ESA APPRISE Oncology Program Training Module, you are ready to enroll. Enroliment
confirms the fact that you have reviewed the safety and appropriate use information for ESAs for patients with cancer, and
commits you to complying with the Program requirements.

Failure to comply with the ESA APPRISE Oncology Program requirements
will result in suspension of the hospital's access to ESAs

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LP

You must respond to the following question fo advance to the next section

Have you reviewed all of Section 4: Hospital Designee Enroliment?

Training & Enrollment Progress
TS T — | ED

Contact Us Privacy Policy Terms of Lise
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ESA APPRISE Oncology Program Enrollment for Hospitals

| agree to the following on behalf of the hospital(s) for which | am responsible:

= | have been designated by hospital management to assume the authority and responsibility to internally coordinate and
oversee the ESA APPRISE Oncology Program requirements in the hospital(s) for which | will enroll as the Designee.

+ | have completed the ESA APPRISE Oncology Program Training Module for Hospital Designees.

* | understand that if healthcare providers (HCPs) in the hospital prescribe Aranesp® or Epogen®/Procrit® to patients with
cancer, failure of the staff to comply with enroliment requirements will lead to suspension of access to Aranesp® and
Epogen®/Procrit® for the hospital.

e | will inform all HCPs who prescribe Aranesp® or Epogen®/Procrit® for patients with cancer at the hospital of the ESA
APPRISE Oncology Program training and certification requirements.

= | will establish or oversee the establishment of a system, order sets, protocols, or other measures designed to ensure that
the hospital is in compliance with the Program, such that:

* Aranesp® or Epogen®/Procrit® are only dispensed to patients with cancer after verifying:
= that the HCP who prescribes Aranesp® or Epogen®/Procrit® for patients with cancer has enrolled in the Program; and

= that the discussion between the patient and the Program-certified provider on the risks of Aranesp® or
Epogen®/Procrit® therapy is documented by patient and provider signatures on the ESA APPRISE Oncology Program
Patient and Healthcare Provider Acknowledgment Form prior to initiation of each new course of Aranesp® or
Epogen®/Procrit® therapy.

» |f an HCP that prescribes Aranesp® or Epogen®/Procrit® is not enrolled in the Program, the provider will be notified that
they are not able to prescribe Aranesp® or Epogen®/Procrit® for patients with cancer.

» | am authorized to oversee compliance with Program auditing to assess the effectiveness of the Program.
+ | will maintain evidence of compliance with the ESA APPRISE Oncology Program for auditing purposes, as follows:

* Documentation (ie, unique enroliment ID number) that each HCP in the hospital who prescribes Aranesp® or
Epogen®/Procrit® for patients with cancer is enrolled in the Program.

» Documentation of the risk:benefit discussion between certified provider and patient on the Acknowledgment Form for
each patient with cancer for whom an Aranesp® or Epogen®/Procrit® prescription was filled.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Janssen Products, LE

You must agree to the above to advance to the enroliment form

| have completed the ESA APPRISE Oncology Program Training Module. | understand that failure to comply with
the ESA APPRISE Oncology Program requirements will result in suspension of the hospital's access to ESAs.

Training & Enrollment Progress
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ESA APPRISE Oncology Program Enrollment for Hospitals

© indicates a required field.

—Authorized Hospital Designee Information

First Name ©

Last Name ©

Title

Email Address ©

Confirm Email Address ©

Password ©

Confirm Password ©

Phone (###-#4-#H) ©
Fax (#i-#us-fay ©

Hospital Summary Report Opt-in

Please send an email notification to the hospital email address listed above that
summarizes all HCPs enrolled in the ESA APPRISE Oncology Program at the
hospital each time a new HCP affiliated with the hospital enrolls in the Program.
Mote: You will automatically be notified of all HCP enrollment terminations, whether
voluntary or for cause.

—Electronic Signature

Your signature and date are required to complete your enroliment. Please enter your name and date in the space
provided. This will serve as your electronic signature and will certify that you have read and agree with the terms
provided.

Signature © - and a5t Name

Date @ | Today's date (mm/ddfyyyy)

Training & Enrollment Progress

Contact Us Privacy Folicy Terms of Use

This program is intended for residents of the United States anly
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ESA APPRISE Oncology Program Enrollment for Hospitals

© indicates a required field.

—Hospital Enroliment Information
Please provide ZIP code or city/state to find your Hospital Main Address

ZIP City State
e v | Search |
Please select your hospital
Practice Name Address , City | -State | -ZIP Code |

| Hospital main address is not listed

Hospital Contact Information for Receipt of Program Materials
I Click here if different from the authorized designee

Training & Enroliment Progress

Home Contact Us Privacy Policy Terms of Lse
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ESA APPRISE Oncology Program Enrollment for Hospitals

© indicates a required field.

—Hospital Enroliment Information

Hospital Name ©

Address ©

city ©

State © -

ZIP Code ©

HIN # ©

= 0F =
DDD # ©

Search by ZIP code or City/State

Hospital Contact Information for Receipt of Program Materials
Click here if different from the authorized designee

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only.
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ESA APPRISE Oncology Program Enrollment for Hospitals

© indicates a required field.

—Hospital Enroliment Information
Please provide ZIP code or city/state to find your Hospital Main Address

ZIP City State
S v | Search
Please select your hospital
Practice Name = Address - City | State ZIP Code |

| Hospital main address is not listed

Hospital Contact Information for Receipt of Program Materials

First Name ©

Last Name ©

"] Same as hospital main address
Address ©

city ©

State ©@ =

ZIP Code ©
Email Address @

Confirm Email Address @
Password @

Confirm Password ©

Phone (#5-#HH-#HHE) ©
Fax (f-i-) O

|| Hospital Summary Report Opt-in

Please send an email notification to the hospital email address listed above that
summarizes all HCPs enrolled in the ESA APPRISE Oncology Program at the
hospital each time a new HCP affiliated with the hospital enrolls in the Program.
Note: You will automatically be notified of all HCP enroliment terminations, whether
voluntary or for cause.

I"| Click here if contact is the same as the authorized designee

Training & Enrollment Progress

Home antact Us Privacy Policy Terms of Use
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ESA APPRISE Oncology Program Enrollment for Hospitals

© indicates a required field.

—Hospital Enroliment Information

Hospital Name ©

Address ©

city ©

State © -

ZIP Code ©

HIN # ©

= 0OF =
DDD # ©

[”| Search by ZIP code or City/State

—Hospital Contact Information for Receipt of Program Materials

First Name ©

Last Name @

Same as hospital main address
Address ©

city ©

State © -

ZIP Code ©

Email Address ©

Confirm Email Address @

Password @

Confirm Password ©

Phone (###-#i-#HH) ©
Fax (#i-#is-1y ©

| Hospital Summary Report Opt-in

Please send an email notification to the hospital email address listed above that
summarizes all HCPs enrolled in the ESA APPRISE Oncology Program at the
hospital each time a new HCP affiliated with the hospital enrolls in the Program.
Note: You will automatically be notified of all HCP enrollment terminations, whether
voluntary or for cause.

"I Click here if contact is the same as the authorized designee

Training & Enrollment Progress

Contact Us Privacy Policy Terms of Use
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ESA APPRISE Oncology Program Enrollment for Hospitals

© indicates a required field.

—Hospital Enroliment Information Address Match

The address you entered has returned similar entries in the ESA APPRISE Oncology Program address database.
The address you entered follows:

Mew Hospital Name
1001 Main Blvd
Los Angeles, CA 30001

Please select an address already available in the ESA APPRISE Oncology Program below or confirm your address.

. NEW HOSPITAL NAME MAIN
1001 MAIN ELVD
LOS ANGELES, CA 30001

) NEW HOSPITAL
1001 MAIN ELVD
LOS ANGELES, CA 30001

NEW HOSPITAL MAIN
1001 MAIN ELVD
LOS ANGELES, CA 90001

@

Your entered address:

New Hospital Name
1001 Main Blvd
Los Angeles, CA 90001

@

Training & Enrollment Progress

Home Contact Us Privacy Policy Terms of Use
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Overview

ESA APPRISE Oncology Program Enrollment for Hospitals

Thank you for participating in the ESA APPRISE Oncology Program

S prott

Your enroliment is now complete. Below is your ESA APPRISE Oncology Program enrollment identification (1D)
number.

Enroliment ID: 123456
This enroliment ID number allows you to identify HCPs enrolled at your location.

Enrolled Hospital

Site ID Site Name Site Address City State fip

7390 Phoenix Hospital 112 EIm Phoenix AL 85027

You will receive the required materials for the Program for HCPs in the hospital.

Materials provided include:

« ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Forms
« Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics
« Steps for Healthcare Providers Who Prescribe, or Prescribe and Dispense, ESAs for Patients With Cancer

« Steps for Hospitals and Hospital/institution-affiliated Cutpatient Facilities That Dispense ESAS to Patients With
Cancer

Until your materials arrive, download and print the ESA APPRISE Oncology Program Patient and Healthcare Provider

Acknowledgment Form.

For questions regarding the ESA APPRISE Oncology Program, please visit the ESA APPRISE Oncology Program

Frequently Asked Quesiions page, call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089 or contact

your local Amgen or Janssen Products, LP Field Representative.

Print this confirmation notice. It is recommended that it be Kept in a safe location as you will need to
reference your enrcliment number to access your profile.

An email has also been sent confirming your enroliment. If you do not receive a confirmation email, please check your

email spam folder.

Contact Us Privacy Palicy Terms of Lise

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LFP
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Forms & Resources

Materials for Healthcare Providers

Order Program Materials
Medication Guides and Acknowledgment Forms can be delivered to your practice location. To begin, enter in your

Enroliment ID:

Continue

Healthcare Provider and Hospital Designee Materials

m Dear Healthcare Provider (DHCP) Letter to Newly Identified HCPs who may Prescribe. or Prescribe and Dispense. ESAS for
Patients with Cancer

'@ Dear Healthcare Provider (DHCP) Letter to Directors of Pharmacy/Administrators of Newly Identified Hospitals That
Dispense ESAS to Patients With Cancer

'@ Steps for Healthcare Providers Who Prescribe. or Prescribe and Dispense. ESAs for Patients With Cancer

mStens for Hospitals and Hospital/institution-affiliated Outpatient Facilities That Dispense ESAs o Patients With Cancer

ﬁ ESA APPRISE Oncology Program Training Module for Healthcare Providers

TH ESA APPRISE Oncology Program Training Module for Hospital Designees

T ESA APPRISE Oncology Program Enroliment Form for Healthcare Providers

@ ESA APPRISE Oncology Program Enroliment Form for Hospitals

m ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledgment Form)

m Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics

m ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledgment Form) -
SPANISH

Prescribing Information
mhranes[:-@ (darbepoetin alfa) Prescribing Information

T4 Epogen® {epoetin alfa) Prescribing Information

T Procrit® (epoetin alfa) Prescribing Information

Materials for Patients

Acknowledgment Form
Th ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledgment Form)

m ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledgment Form) -
SPANISH

Medication Guides
Bﬂranes[:-@ (darbepoetin alfa) Medication Guide

m Aranesp® (darbepoetin alfa) Medication Guide - SPANISH

™ Epogen® (epoetin alfa) Medication Guide

m Epogen® (epoetin alfa) Medication Guide - SPANISH

m Procrit® {epoetin alfa) Medication Guide

m Procrit® {epoetin alfa) Medication Guide - SPANISH

Instructions for Use
@ Aranesp® (darbepoetin alfa) Instructions for Use - Single-Ciose Vial

'ﬁhranest:-@ (darbepoetin alfa) Instructions for Use - Single-Dose Prefilled Syringe (SingleJect®)

™ Epogen® (epoetin alfa) Instructions for Use

'@ Procrit® {epoetin alfa) Instructions for Use

Adobe® Reader® is required to view all of these PDFs. If you do not have it installed, download it free here.

W Get o
Bl Aoose” ReaveR®

Home Contact Us Privacy Policy Terms of Lise

Thiz program is intended for residents of the United States only
& 2013 Amgen and Janssen Products, LP

Reference ID: 3429800



Full Prescribing Information Medication
mcluding Boxed WARNINGS Guides

Important Safety Overview Training &
AN i ;

; Forms & Resources Contact Us
Information Enrollment

Material Order: Address Selection
—Personal Information
The Enroliment ID is associated to the following individual.

First Name John
Last Name Smith
Email Address john smith@email. com

—Practice Locations
Please select/enter your shipping address

Practice Locations

Practice Mame = | Address - City | State = ZIP Code

Practice Name 11234 N MAIN ST WAYNE PA 19087

Primary practice is not listed

—Practice Contact Information
Confirm the following contact information is correct

First Name Allison
Last Name Tennant

Email Address allison tennant@email .com

Phone (#H-#HH-1HHRE)  215-555-1212

Fax (##H-fHH-HEHE)  215-555-1213
Primary contact is not listed

Contact Lis Privacy Policy Terms of Lise

This program is intended for residents of the United States only
® 2013 Amgen and Janssen Products, LP
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Material Order: Address Selection

© indicates a required field.

—Personal Information
The Enroliment ID is associated to the following individual.

First Name John
Last Name Smith
Email Address john smith@email.com

—Practice Locations

Primary Practice Name ©

Address ©

city ©

State © -

ZIP Code ©
Select from the list of registered sites

—Practice Contact Information
Confirm the following contact information is correct
First Name Allison
Last Name Tennant

Email Address allison_tennant@email. com

Phone (#HH-HHHE-#HHH)  215-555-1212

Fax (-1 215-555-1213
Primary contact is not listed

Contact Ls Privacy Paolicy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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Material Order: Address Selection

© indicates a required field.

—Personal Information
The Enroliment ID is associated to the following individual.

First Name John
Last Name Smith
Email Address john smith@email.com

—Practice Locations
Please select/enter your shipping address

Practice Locations

Practice Name * | Address - City | State = ZIP Code
Practice Name 1234 N MAIN 5T WAYNE Pa 19087

Primary practice is not listed

—Practice Contact Information

First Name &

Last Name ©

Email Address ©

Phone (###-##-#4H) ©
Fax (#i-#-H) ©

Select the registered primary contact

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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Material Order: Address Selection

© indicates a required field.

—Personal Information
The Enroliment ID is associated to the following individual.

First Name John
Last Name Smith
Email Address john smith@email.com

—Practice Locations

Primary Practice Name ©

Address ©

city ©

State © -

ZIP Code ©
Select from the list of registered sites

—Practice Contact Information

First Name ©

Last Name ©

Email Address @
Phone (#H-#HH-1HEEH) ©
Fax (- ©
Select the registered primary contact

Contact Lis Privacy Policy Terms of Lise

This program is intended for residents of the United States only
® 2013 Amgen and Janssen Products, LP
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—Materials Selection

Select the matenals you would like to order
Medication Guides
0 ~ Aranesp® (darbepoetin alfa) Medication Guide
0 ~ Aranesp® (darbepoetin alfa) Medication Guide - SPANISH
0 - Epogen® (epoetin alfa) Medication Guide
0 -~ Epogen® (epoetin alfa) Medication Guide - SPANISH
0 ~ Procrit® (epoetin alfa) Medication Guide
0 ~ Procrit® (epoetin alfa) Medication Guide - SPANISH
Tear Pads
0 -~ Tear-pad (25 sheets) ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment
Forms
0D ~ Tear-pad (25 sheets) ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment
Forms - SPANISH

Important Safety - : Training &
pe B Overview Forms & Resources FAQs Contact Us
Information Enrollment

Material Order: Specify Type and Quantity

Reference ID: 3429800
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Material Order: Your Current Order ltems

—Current Order
The items that you have selected are listed below.

5 Aranesp® (darbepoetin alfa) Medication Guide
10 Epogen® (epoetin alfa) Medication Guide
15 Procrit® (epoetin alfa) Medication Guide

25 Tear-pad (25 sheets) ESA APPRISE Oncology Program Patient and Healthcare Provider
ACHHDWFE‘HQH’EHI Forms

Delivered to the following location

Practice Name
1234 N MAIN 5T
WAYNE, PA 19087

Your order is not submitted until you click Submit Qrder below

Submit Order

Home Contact Us Privacy Policy

This program is intended for residents of the United States only.
& 2013 Amgen and Janssen Products, LP
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Material Order: Your Current Order ltems

& Print this Page
Your order has been received and the confirmation number is 012345678.

An email will also be sent confirming your order along with a confirmation number. If you do not receive a confirmation
email, please check your email spam folder.

Order Summary
Quantity Order [tem
5 Aranesp® (darbepoetin alfa) Medication Guide
10 Epogen® (epoetin alfa) Medication Guide
15 Procrit® (epoetin alfa) Medication Guide

25 Tear-pad (25 sheets) ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment
Forms

Delivered to
Practice Name
1234 N MAIN ST
WAYNE, PA 19087

You may continue with another order to a different. associated shipping address or enter in a new Enroliment 1D to
order materials.

Home Contact Us Privacy Policy Terms of Lise

This program is intended for residents of the United States only.
B 2013 Amgen and Janssen Products, LP

Reference ID: 3429800



Full Prescribing lfonmalicon Medicallon
mchiding Boxad WARNINGS Glides

Important Safety - Training & .
Home -‘ : - Chvery jew / Z Forms & Resources FAQSs Contact s
Intormation Enrollmesit

Forms & Resources

Maternials for Healthcare Providers

Order Program Materials |
Medication Guides and Acknowledgment Forms can be delivered 1o your practice location. To begin, enter in your
Enroliment ID and click the continue button below.

Enroliment 1D

[T |

Download Your Customized Acknowledgment Form x

i i
B3

To download the ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form, enter your
Enroliment ID and click Next. Your Enroliment 1D can be obtained in your enroliment confirmation email.

| —

-

Enroliment ID

. Noxt >

m A L el ERET I IR PR LA rey LANITLE F IS TR AT I L FRARE S AN RATETI Al R e il AR EAT AT nd TR F Al IR ea el B R TRdA R P Ml ek il BTl LR Ll PR W PEED i i S B

Thl ESA APPRISE Oncology Program Training Module Tor Healthcare Providers

m ESA APPRISE Oncology Program Training Module for Hospilal Designees

T ESA APPRISE Oncology Program Enroliment Form for Healthcare Providers

1 ESA APPRISE Oncology Program Enrollment Form for Hospitals

T ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledgment Fomm)

'ﬁ Giildelines for Acknowledament Form Integration Within Healthcare Systems and Clinics

T ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledament Form) -
SPANISH

Prescribing Information
TH Aranesp® (darbepoetin alfa) Prescribing Information

T Epogen® (epoetin alfa) Prescribing Information

T4 Procrit® (epoetin alfa) Prescribing Information

Materials for Patients

Acknowledgment Form
mESA APPRISE Oncology Program Paiient and Heallihcare Provider Acknowledament Form (Acknowledament Form)

T ESA APPRISE Oncology Program Palient and Healthcare Provider Acknowledament Form (Acknowledament Form) -
SPANISH

Medication Guides
1 Aranesp® (darbepoetin alfa) Medication Guide

™ Aranesp® (darbepoetin alfa) Medication Guide - SPANISH

T Epogen® (epoetin alfa) Medication Guide

IEEE’E‘MIME':H'E tepoetin alfa) Medication Guide - SPANISH

™ Procrit® (epoetin alfa) Medication Guide

T Procni® (epoetin alfa) Medication Guide - SPANISH

Instructions for Use
T Aranesp® (darbepoetin alfa) Instructions for Use - Single-Dose Vial

T Aranesp® (darbepoetin alfa) instructions for Use - Sinale-Dose Prefilled Syringe (Singlesect®)

T Epogen® (epoetin alfa) Instructions for Use

T Procrit® iepoetin alfa) (nstructions for Use

Adobe® Reader® s reguired to view all of these PDFs. If you do not have it installed, download it free here.
B
Get
| ADOBE" READER® |
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Forms & Resources

Maternials for Healthcare Providers

Order Program Materials | |
Medication Guides and Acknowledgment Forms can be delivered 1o your practice location. To begin, enter in your
Enroliment ID and click the continue button below.

Enroliment 1D

[P T

Download Your Customized Acknowledgment Form

He:
m! Click the Practice Name to download the ESA APPRISE Oncology Program Patient and Healthcare Provider
| Acknowledgment Form for that location.
mi Forms Available to Download
| Name Address City State ZIP Code
mi Dakota Health System 123 Main 5t Los Angeles CA 80001
'ﬁ' Imperial Point Medical Center 456 Race 5t Los Angeles CA 90001
i Sibley Memarial Hospital 123 Main St Los Angeles CA 0001
™11 AMICulver Union Hospital 456 Race St Los Angeles CA 90001
il
mi

m ESA APPRISE Oncology Program Enroliment Form for Hospitals

™ EsA APPRISE Oncology Program Patient and Healthcare Provider Acknowledoment Form (Acknowledament Form)

'ﬁ Giuldelines far Acknowledament Form Integration Within Healthcare Systems and Clinics

1 ESA APPRISE Oncoloagy Program Patient and Healtheare Provider Acknowledgment Form (Acknowledament Form) -
SPANISH

Prescribing Information
™ Aranesp® (darbepoetin alfa) Prescribing Information

T Epogen® (epoetin alfal Prescribing Information

T4 Procrit® (epoetin alfa) Prescribing Information

Materials for Patients

Acknowledgment Form
mEEA APPRISE Oncology Program Paiient and Heallihcare Provider Acknowledament Form (Acknowledament Form)

1) ESA APPRISE Oncology Program Patient and Healihcare Provider Acknowledament Form (Acknowledament Form) -
SPANISH

Medication Guides
1 Aranesp® (darbepoetin alfa) Medication Guide

™ Aranesp® (darbepoetin alfa) Medication Guide - SPANISH

T Epogen® (epoetin alfa) Medication Guide

T Epogen® (epoetin alfa) Medication Guide - SPANISH

™ Procrit® (epoetin alfa) Medication Guide

mmﬂﬂ@ (epoetin alfa) Medication Guide - SPANISH

Instructions for Use
T Aranesp® (darbepoetin alfa) Instructions for Use - Single-Dose Vial

™ Aranesp® (darbepoetin alfa) instructions for Use - Single-Dose Prefilied Syringe (Singlelect®)

T Epogen® (epoetin alfa) Instruciions for Use

T Procrit® iepoetin alfa) (nstructions for Use

Adobe® Reader? is required to view all of these PDFs . If you do not have it installed, download it free here.
8
Get
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Important Safety - . Training & - "
P A 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Program Login

Username

Password

~Login

First time user? Forgot password? Click here.

Contact Us Privacy Policy Terms of Use
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mcluding Boxed WARNINGS Guides

Important Safety - . Training & - "
P A 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

Password Assistance

Forgotten Password First Time Users
Enter in the username you use to access the site and an email will Enter in your Enroliment 1D and an email with instructions for how
be sent that will provide you information to login. to login will be sent to the associated email on record.
Username Enroliment ID
Confirm Username Confirm Enrollment ID
Continue Continue

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States anly
@ 2013 Amgen and Janssen Products, LP
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Important Safety - . Training & - "
P . 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Program Healthcare Provider

Practice Location Management
Add and remove practice locations.

Edit Profile
Review and edit your contact information.

Change Password
Change your password.

Contact s Privacy Policy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Praoducts, LP
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Training &

Important Safety
Information Enrollment

Overview Forms & Resources

ESA APPRISE Oncology Program Healthcare Provider » Practice Location Management

Practice Location Management

Practice Locations

Practice Name | Address | City . State | ZIP Code |
| Dakota Health System 123 Main St Los Angeles CA 00001
Imperial Point Medical Center 456 Race St Los Angeles CcA 90001

‘Sibley Memorial Hospital 123 Main St Los Angeles CA 90001

'AMI Culver Union Hospital 456 Race St Los Angeles CA 90001

~ Add Practice Location | | Remove Practice Location

Contact Lis Privacy Policy

This program is intended for residents of the United States only.
& 2013 Amgen and Janssen Products, LP
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Full Prescribing Information Medication
mcluding Boxed WARNINGS Guides

Important Safety
Information Enrollment

Training &

Overview Forms & Resources

ESA APPRISE Oncology Program Healthcare Provider » Practice Location Management » Add Practice Location

Add Practice Location

Contact Us

—Practice Location Lookup

AP City State

il =

Practice Location Search Results

Practice Name = Address - City . State ZIP Code |

"l Practice location not listed

—Practice Contact Information

First Name

Last Name

"1 Address same as Practice Location information above

Address
City
State -

ZIP Code

Email Address

Confirm Email Address

Phone (##-#-#H)
Fax (#i-SH- )

Cancel | Add Practice Location

Contact Us Privacy Policy Terms of Use

This program 1s intended for residents of the United States only.
@ 2013 Amgen and Janssen Products, LP
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mcluding Boxed WARNINGS Guides

Important Safety
Information Enrollment

Training &

Overview Forms & Resources Contact Us

ESA APPRISE Oncology Program Healthcare Provider » Practice Location Management » Add Practice Location

Add Practice Location

—Practice Location Lookup

Practice Name

Address
City
State -

ZIP Code
Search by ZIP code or City/State

—Practice Contact Information

First Name

Last Name

"] Address same as Practice Location information above

Address
city
State =

ZIP Code

Email Address

Confirm Email Address

Phone (##-i-HH)
Fax (f-f- )

~ Cancel Add Practice Location

ContactLis Privacy Policy Terms of Use

This program is intended for residents of the United States:
& 2013 Amgen and Janssen Products, LP
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: Important Safety . Training &
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Information Enrollment

Forms & Resources Contact Us

ESA APPRISE p raro Droaddor - Dractica | acstinn BBananoamaoant

Practice Location

x Do you really want to remove the following practice location?

Practice Locations _

|| Practice Nam Dakota Health System Z1P Code ]
' T T 123 Main St 9000 '
[.l?ahn't?. Heam] S : Los Angeles, CA 90001 — L |
I Imperial Point Medical C 90001
[l Sibley Memorial Hospita 90001
AM| Culver Union Hospil . By removing this practice location, you will no 00001
| - longer be able to prescribe ESAs for patients

with cancer from this location.

Cancel Remove Practice Location

Contactlls Mvacy Folicy
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Full Prescribing Information Medication
mcluding Boxed WARNINGS Guides

Important Safety - . Training & - "
P . 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Program Healthcare Provider » Edit Profile

Edit Profile

—Prescriber Information

First Name

Last Name

Professional Designation -

Title

Email Address

Confirm Email Address

Phone (##-#-#)

Fax (-1 fHHHE)
NPI # | |

- 0OF -

State/Territory License # | I |
and Issuing State

_Cancel | Update Profile |

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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Important Safety - . Training & - "
P . 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Proaram Healthcare Provider » Change Password

Change Password

New Password

Confirm New Password

Change Password

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the Uinited States only
@ 2013 Amgen and Janssen Products, LP
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Important Safety - . Training & - "
P . 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Program Hospital Designee

Hospital HCP Enroliment Management Report
Manage your prescribers for this location.

Edit Profile
Keep your profile updated.

Change Password
Change your password.

Contact s Privacy Policy Terms of Use

This program is intended for residents of the United States only
© 2013 Amgen and Janssen Products, LP
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Important Safety - . Training & - "
P A 4 Crverview Forms & Resources FACS Contact Us
Information Enrollment

ESA APPRISE Oncology Program Hospital Designee » Hospital HCP Enroliment Management Report

Hospital HCP Enroliment Management Report

Affiliate Dashboard
Enrcllment I = First Mame

Last Name Dresignation I Completed Date :
548789 John Smith MD | 01/24/2010
563482 Jane Wintersmith MD 03/03/2010
457687 Allison Tennant MD 03/30/2010

_Add Provider || Remove Provider

Contact Lis Privacy Policy

This program is intended for residents of the United States only.
& 2013 Amgen and Janssen Products, LP
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ESA APPRISE On Proqram Desionee » Hospital HCP Enrollment Management Report

Hospital HCP Enroliment Management Report

Affiliate Dashhoard Affiliated Provider Management -

e R To add ider to this sit ter th ider's Enroliment
. 0 add a provider to this site, enter the provider's Enrolimen
548789 :'5“"" + ID in the following field. ’2“‘@“1“
563482 Jane 103/2010
'45_53? Allisor Enrollment ID 10/2010
Cancel “Add Provider
_Add e Remove Provider

Myacy Folicy
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Important Safety - Training &
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: Forms & Resources Contact Us
Information Enrollment

ESA APPRISE P Designee » Hospital HCP Enrollment Management Report

HﬂE pltal HCP En ] Affiliated Provider Management x
: x Do you really want to remove the following provider?

~ Enroliment 1D = et

545?39 John Enroliment ID: 548780

563482 Jane

457687 Allisor (30/2010

By removing this provider, this individual will no
longer have access to ESAs for patients with
cancer at this location.

Remove Provider

%

Contactlls Mvacy Folicy

Reference ID: 3429800



Full Prescribing Information Medication
mcluding Boxed WARNINGS Guides

Training &

Important Safety
Information Enrollment

Overview Forms & Resources Contact Us

ESA APPRISE Oncology Program Hospital Designee » Edit Profile

Edit Profile

—Authorized Hospital Designee Information

First Name |

Last Name |

Title

Email Address |

Confirm Email Address |

Phone (##H-#-#H)
Fax (- 1)

| Hospital Summary Report Opt-in

Please send an email notification to the hospital email address listed above that
summarizes all HCPs enrolled in the ESA APPRISE Oncology Program at the hospital
each time a new HCP affiliated with the hospital enrolls in the Program. MNote: You will
automatically be notified when an affiliated HCP is removed from the ESA APPRISE
Oncology Program, regardless of reason or cause.

| Update Profile

Hospital HCP Enroliment Management Report Access

Manage a username and password to provide read-only access to the Hospital HCP Enroliment Management Report for individuals within the
hospital.

Hospital Username Password _UPdﬂlE

Contact Lis Privacy Policy Terms of Use

This program is intended for residents of the United States only.
@ 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program Hospital Designee » Change Password

Change Password

New Password

Confirm New Password

Change Password

Contact Us Privacy Policy Terms of Use
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i POttt Safety Overview Vraining & Forms & Resources
Information Enrollment
Hospital HCP Management Report

Hospital Information

HOSPITAL ADDRESS
Dakota Health System
123 Main St

Los Angeles, CA 90001

Hospital HCP Management Report

Enrolilment 1D #  First Name # Last Name # Designation # Completed Date -

248789 John Smith MD 01/24/2010
563482 Jane Wintersmith MD 03/03/2010
457687 Allison Tennant MD 03/30/2010

Print |

Contact Us Privacy Policy Terms of Use

This program is intended for residents of the United States only.
@ 2013 Amgen and Janssen Products, LP
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Home lmpu_rtant S_EFEW Overview Fraining & Forms & Resources
Information Enrollment
Frequently Asked Questions (FAQs)

Questions
What is a REMS?

Who must enroll in the ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use of
ESAs) Oncology Program?

Is re-enrollment required?

| enrolled in the ESA APPRISE Oncology Program through my office. but now | want to initiate a new course of ESA therapy to
a pafient in the hospital. Do | have fo re-enroll?

As a nephrologist treating patients with ESAs for the anemia of Chronic Kidney Disease (CKD) who may also have cancer or
are cancer survivors. do | need to enroll in the ESA APPRISE Oncology Program®?

| am a healthcare provider treating a patient who has cancer or is a cancer sunvivor but is now being treated with an ESA for
anemia for non-oncology indications. Should this patient be subject to the ESA APPRISE Oncology Program requirements?

What are the consequences of not fraining and enrolling in the ESA APPRISE Oncology Program?

How long will this enroliment take and can my nurse or office manager enroll for me?

Do | have to counsel the patient on the benefits and risks of ESAs? If ves. what do | use to counsel the patient?

How often do | need to provide a Medication Guide to a patient?

We utilize standard forms for documenting patient consent. Can we modify our existing consent form to be like the
Acknowledgment Form you provided?

Can the discussion with the patient on ESA risks and benefits be conducted by a nurse or other qualified healthcare
provider?

Can patients still receive their ESAs if there is no enrolled provider on site on the actual day of injection?

When | freat a patient with cancer. do | need fo send the completed Acknowledgment Form fo the ESA APPRISE Oncology
Program Call Center?

Answers

What is a REMS?

A Risk Evaluation and Mitigation Strategy (REMS) is a program established under the Food and Drug Administration
Amendments Act (FDAAA) of 2007. FDAAA grants the FDA the authority to require a drug manufacturer to develop and
implement a REMS if the FDA determines that a REMS is necessary to ensure that the benefits of a drug outweigh the risks.
This provision took effect on March 25, 2008. Links to approved REMS can be found on the FDA website at hitp /'www fda gov
Drugs/DrugsSafety/PostmarketDrugSafetylnformationforPatientsandProviders/ucm 111350 him.

The FDA has determined that a REMS is necessary for the following marketed erythropoiesis stimulating agents (ESAs):
Aranesp®, Epogen® and Procrit®.

Back to Top

Who must enroll in the ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe
use of ESAs) Oncology Program?

All healthcare providers (HCPs), inclusive of licensed non-physicians who prescribe, or prescribe and dispense, ESAS to treat
patients with cancer for their anemia must enroll in the ESA APPRISE Oncology Program.

In addition to HCPs, for each hospital that dispenses an ESA for patients with cancer, a Hospital Designee, eg. Pharmacy
Director or other Hospital Designee, must enroll in the ESA APPRISE Oncology Program.

Back to Top

Is re-enroliment required?

MNo. The ESA APPRISE Oncology Program has been modified to eliminate the re-enroliment requirement for Healthcare
Providers and Hospital Designees. Access to ESAs will not be impacted as long as the ESA APPRISE Oncology Program
requirements continue to be met.

Back to Top

| enrolled in the ESA APPRISE Oncology Program through my office, but now | want to initiate a new course of ESA
therapy to a patient in the hospital. Do | have to re-enroll?
Mo, a single enrollment will apply across all your practice locations.

Back to Top

As a nephrologist treating patients with ESAs for the anemia of Chronic Kidney Disease (CKD) who may also have
cancer or are cancer survivors, do | need to enroll in the ESA APPRISE Oncology Program?

No, the ESA APPRISE Oncology Program is required for HCPs prescribing ESAs for the anemia resulting from cancer
chemotherapy.

Back to Top

| am a healthcare provider treating a patient who has cancer or is a cancer survivor but is now being treated with
an ESA for anemia for non-oncology indications. Should this patient be subject to the ESA APPRISE Oncology
Program requirements?

Mo, these patients are not subject to the ESA APRISE Oncology Program.

Back to Top

What are the consequences of not training and enrolling in the ESA APPRISE Oncology Program?
Failure to comply with Program requirements, including fraining and enrollment, will result in suspension of access {0 ESAS.

Back to Top

How long will this enroliment take and can my nurse or office manager enroll for me?

The training and enroliment should take approximately 10-15 minutes to complete and can be completed on this website or
facilitated by field-based company representatives. The ESA APPRISE Oncology Program requires that the actual prescribing
HCP complete the training and enrollment in the Program.

Back to Top

Do | have to counsel the patient on the benefits and risks of ESAs? If yes, what do | use to counsel the patient?
Yes. As a requirement of the ESA APPRISE Oncology Program, patients must be counseled on the benefits and risks of ESAs
before each new course of therapy. The ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment
Form (Acknowledgment Form) must be used to counsel the patient and provide documentation of the discussion.

Back to Top

How often do | need to provide a Medication Guide to a patient?
The Medication Guide is no longer a part of the REMS._ It remains a part of the approved product label. Provide the Medication
Guide to each patient at the initiation of each new course of ESA therapy and when it is materially revised or updated.

Back to Top

We utilize standard forms for documenting patient consent. Can we modify our existing consent form to be like
the Acknowledgment Form you provided?

The Program requires the risk:benefit discussion be documented using the ESA APPRISE Oncology Program Patient and
Healthcare Provider Acknowledgment Form (Acknowledgment Form).

To learn more about allowable changes to the Acknowledgment Form, please refer to the Guidelines for Acknowledgment Form
Integration Within Healthcare Systems and Clinics flashcard which can be found under the Forms & Resources tab.

Back to Top

Can the discussion with the patient on ESA risks and benefits be conducted by a nurse or other qualified
healthcare provider?

This Program specifically requires that healthcare providers who prescribe, or prescribe and dispense, ESAs conduct and
document the ESA risk:benefit discussion. However, nurses and other qualified healthcare providers may still be involved in
their standard patient education processes.

Back to Top

Can patients still receive their ESAs if there is no enrolled provider on site on the actual day of injection?
Yes, as long as the patient receiving the ESA had the risk:benefit discussion and signed the Acknowledgment Form with the
trained and enrolled provider of the ESA prior to receiving the injection.

Back to Top

When | treat a patient with cancer, do | need to send the completed Acknowledgment Form to the ESA APPRISE
Oncology Program Call Center?

Mo. In private practice-based clinics, store the Acknowledgment Form(s) on-site and/or archive them through an electronic
medical record system as long as they are retrievable. In hospitals, provide the completed Acknowledgment Form to the
Hospital Designee responsible for maintaining and storing the forms.

Back to Top

Contact Us Privacy Policy Terms of Lise

This program is intended for residents of the United States only
@ 2013 Amgen and Janssen Products, LP
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P A : 7 Cverview Forms & Resources FAQs Contact Us
Information Enrollment

Contact Us

For questions on the ESA APPRISE Oncology Program contact the ESA APPRISE Oncology Program Call Center at
1-866-284-8089, Monday through Friday between the hours of 8:00 AM to 8:00 PM (ET). You may also contact your local
Amgen or Janssen Products, LP Field Representative for further assistance.

If you enroll via the paper ESA APPRISE Oncology Program Enroliment Form, the completed form can be faxed to
1-866-203-8124.

Contact Us Privacy Policy Terms of Use

This pragram is intended for residents of the Uinited States only.
© 2013 Amgen and Janssen Products, LP
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ESA APPRISE Oncology Program

Enrollment Form for Healthcare Providers

Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit® (epoetin alfa) are
Erythropoiesis Stimulating Agents (ESAs) used for patients with cancer
To become certified, healthcare providers (HCPs) must train and enroll into the ESA APPRISE Oncology Program:
» Complete the ESA APPRISE Oncology Program Training Module for Healthcare Providers.
» Complete this enrollment form and fax it to the ESA APPRISE Oncology Program Call Center at 1-866-553-8124.

| Failure to comply with the ESA APPRISE Oncology Program requirements will result in suspension of your access to ESAs.

By completing this form, | agree to the following:
« | have reviewed the appropriate current prescribing information for Aranesp® or Epogen®/Procrit®.

— | understand that ESAs shortened overall survival and/or increased the risk of tumor progression or
recurrence in clinical studies in patients with breast, non-small cell lung, head and neck, lymphoid, and
cervical cancers.

— | understand that in order to decrease these risks, the lowest dose of ESAs should be used to avoid red
blood cell (RBC) transfusions.

— | understand that ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies
where anemia is due to the effect of concomitant myelosuppressive chemotherapy, and upon initiation,
there is a minimum of two additional months of planned chemotherapy.

— | understand that ESAs are not indicated for use as a substitute for RBC transfusions in patients who require
immediate correction of anemia.

— | understand that ESAs are not indicated for use in patients with cancer receiving hormonal agents, biologic
products, or radiotherapy, unless also receiving concomitant myelosuppressive chemotherapy.

— lunderstand that ESAs are not indicated for use in patients with cancer receiving myelosuppressive
chemotherapy when the anticipated outcome is cure.

— | understand that ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

— | understand that ESAs should be discontinued following the completion of a chemotherapy course.

* | have reviewed the ESA APPRISE Oncology Program requirements and agree that:

— | will discuss my patient’s questions or concerns about Aranesp® or Epogen®/Procrit®.

— | will counsel each patient on the risks (increased risk of mortality and increased risk of tumor progression
or recurrence) of Aranesp® or Epogen®/Procrit® before each new course of ESA therapy by reviewing the
ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Form (Acknowledgment
Form).

— | will document that the discussion with each patient has occurred by completing an Acknowledgment
Form with each patient and providing each patient a copy of the signed form.

* By signing the patient section of the form, the patient acknowledges the following:
— | acknowledge that my healthcare provider did the following before | received my first dose of Aranesp® or
Epogen®/Procrit®:
« Told me about the benefits and risks of ESA therapy.
» Answered all of my questions or concerns about my treatment with an ESA.
« By signing the HCP section of the form, as a healthcare provider certified in the ESA APPRISE Oncology

Program, | acknowledge that prior to the initiation of each new course of ESA therapy:

— | counseled the patient on the risks of Aranesp® or Epogen®/Procrit® by reviewing the Acknowledgment
Form.

— | discussed all concerns and answered all questions the patient had about treatment with Aranesp® or
Epogen®/ Procrit® to the best of my ability.

— The patient or patient representative signed the Acknowledgment Form in my presence and | provided a
copy of the signed Acknowledgment Form to the patient.

A APPRISE




ESA APPRISE Oncology Program

Enrollment Form for Healthcare Providers

When | prescribe or prescribe | | will make completed Acknowledgment Forms (or modified versions consistent

and dispense anESA to a with the allowable changes) available to the ESA APPRISE Oncology Program for
patient with cancer in my auditing purposes in a manner that does not require disclosure of the patient’s
clinic, or an ESA is dispensed medical record, and to store the Acknowledgment Forms on-site and/or

for administration under my archive them in a retrievable manner.

supervision to a patient with | e | agree that the ESA obtained for use in my patients with cancer will not be
cancer, such as an infusion prescribed, or prescribed and dispensed, by an uncertified HCP.

center: « | will ensure the ESA that | prescribe will be dispensed under my supervision.

When | prescribe or order « | will provide the completed Acknowledgment Form (or modified version

an ESA therapy for a . . . ) ,
. . . consistent with the allowable changes) to the Hospital Designee responsible
ﬁgﬁg"_’wth cancerina for maintaining and storing the forms.
« | will comply with any Program auditing required to assess the effectiveness of the ESA APPRISE Oncology
Program.
Full name (print) Degree
Signature Date
NPI # and/or State license # State
Phone Fax Email

My primary practice location is (select one): [ Private practice—based clinic
U Hospital or outpatient facility affiliated with a hospital/institution

Practice location name

Practice address
City State ZIP

Practice contact name Phone

Fax Email

For ESA APPRISE Oncology Program Call Center use only: Site Program Code:

=7\ APPRISE
.n 7-'0




ESA APPRISE Oncology Program

Enrollment Form for Healthcare Providers

Additional practice location (if applicable):

Selectone: [ Private practice—based clinic
U Hospital or outpatient facility affiliated with a hospital/institution

Practice location name
Address
City State ZIP

Practice contact name Phone

Fax Email

For ESA APPRISE Oncology Program Call Center use only: Site Program Code:

Additional practice location (if applicable):

Select one: [ Private practice—based clinic
U Hospital or outpatient facility affiliated with a hospital/institution

Practice location name
Address
City State ZIP

Practice contact name Phone

Fax Email

For ESA APPRISE Oncology Program Call Center use only: Site Program Code:

Additional practice location (if applicable):

Selectone: [ Private practice—based clinic
U Hospital or outpatient facility affiliated with a hospital/institution

Practice location name
Address
City State ZIP

Practice contact name Phone

Fax Email

For ESA APPRISE Oncology Program Call Center use only: Site Program Code:

If you have more than 4 practice locations, please call the ESA APPRISE Oncology Program Call Center at
1-866-284-8089.

You will receive an ESA APPRISE Oncology Program enrollment confirmation and an identification number via email
(or by fax if no email address is provided) within 1business day of receipt of this completed form. Within 7 business
days of enrollment confirmation, ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment
Forms and Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics will be shipped to
each private practice location listed above. Your enrollment identification number will be required on every
Acknowledgment Form.

For questions regarding the ESA APPRISE Oncology Program, please call the ESA APPRISE Oncology Program Call
Center at 1-866-284-8089, visit the ESA APPRISE Oncology Program website at www.esa-apprise.com, or contact your
local Amgen or Janssen Products, LP Field Representative.

Aranesp and Epogen®/Procrit® are different drugs with distinct dosing schedules.
Aranesp® and Epogen® are registered trademarks of Amgen Inc.
Procrit® is a reglstered trademark of Janssen Products, LP.
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Training Module for Healthcare Providers

Erythropoiesis Stimulating Agents (ESAs) are used to treat anemia for patients with cancer where anemia is due to the effect

of concomitant myelosuppressive chemotherapy and include Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit®
(epoetin alfa). The Food and Drug Administration (FDA) has determined that a Risk Evaluation and Mitigation Strategy (REMS) is
necessary for ESAs used to treat patients with cancer to ensure that the benefits of these drugs outweigh the risks of shortened
overall survival and/or increased risk of tumor progression or recurrence as shown in clinical studies of patients with breast,
non-small cell lung, head and neck, lymphoid, and cervical cancers.

The ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use of ESAs) Oncology Program is
part of the REMS. This training module is required for certification in the ESA APPRISE Oncology Program and is intended for
healthcare providers (HCPs) who prescribe, or prescribe and dispense, ESAs for patients with cancer.

The goal of the REMS for Aranesp® and Epogen®/Procrit® is:
To support informed discussions between patients with cancer and their healthcare providers by:
« educating healthcare providers about the risks and safe use conditions of ESAs for patients with cancer.

« informing patients about the risk of shortened overall survival and/or increased risk of tumor progression or recurrence when
ESAs are used to treat anemia due to concomitant myelosuppressive chemotherapy.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

This training module, as a component of this REMS Program, presents the requirements for HCPs who prescribe, or prescribe and
dispense, Aranesp®, Epogen®, or Procrit® for patients with cancer.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.
Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules.

is d :v:_,u has been requnred by the US Food and DrugAdmlms tration as part of a
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Training Module for Healthcare Providers

This Training Module features four sections:

Section 1: Key safety information for the use of ESAs for patients with cancer
Section 2: Appropriate use of ESAs for patients with cancer

Section 3: HCP Program requirements and materials

Section 4: Enrollment

Please see the Aranesp®, Epogen®, and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides
available at www.esa-apprise.com.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosnng schedules
This doct ent has been requnred by the US Food and Drug Administrati
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Key Safety Information for Use of

ESAs for Patients With Cancer

ESAs resulted in decreased locoregional control/progression-free survival and/or overall survival.

As shown in the table below, these findings were observed in studies of patients with advanced head and neck cancer
receiving radiation therapy (Studies 5 and 6), in patients receiving chemotherapy for metastatic breast cancer (Study 1) or
lymphoid malignancy (Study 2), and in patients with non-small cell lung cancer or various malignancies who were not receiving

chemotherapy or radiotherapy (Studies 7 and 8).

Study/ Tumor/(n)

Hemoglobin

Hemoglobin

Primary Efficacy Outcome

Adverse Outcome for

Chemotherapy

Study 1

Metastatic breast cancer (n = 939)
Study 2

Lymphoid malignancy (n = 344)
Study 3

Early breast cancer (n =733)

Study 4
Cervical cancer (n =114)

Radiotherapy Alone
Study 5
Head and neck cancer (n = 351)

Study 6
Head and neck cancer (n = 522)

No Chemotherapy or Radiotherapy

Study 7
Non-small cell lung cancer (n = 70)

Study 8
Non-myeloid malignancy (n = 989)

*Ql=25th percentile Q3=75th percentile

Target

12-14 g/dL

1B-15 g/dL (M)

13-14 g/dL (F)

12.5-13 g/dL

12-14 g/dL

215 g/dL (M)
=14 g/dL ()

14-15.5 g/dL

12-14 g/dL

12-13 g/dL

(Median; Q1, Q3%)

129 g/dL;
122,133 g/dL

Ng/dL;
9.8, 121g/dL

131g/dL;
125,137 g/dL

127 g/dL;
121,133 g/dL

Not available

Not available

Not available

10.6 g/dL;
94,18 g/dL

12-month overall survival

Proportion of patients achieving a
hemoglobin response

Relapse-free and overall survival

Progression-free and overall survival
and locoregional control

Locoregional progression-free
survival

Locoregional disease control

Quality of life

RBC transfusions

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/ Procrit® are different drugs with distinct dosnng schedules

ESA-Containing Arm

Decreased 12-month survival

Decreased overall survival

Decreased 3-year relapse-free
and overall survival

Decreased 3-year progression-free and
overall survival and locoregional control

Decreased 5-year locoregional
progression-free and overall survival

Decreased locoregional disease control

Decreased overall survival

Decreased overall survival

ES APPRISE
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Key Safety Information for Use of
ESAs for Patients With Cancer

Decreased Overall Survival

Study 1 was a randomized, placebo-controlled study of 939 women with metastatic breast cancer receiving chemotherapy;
patients received either weekly epoetin alfa or placebo for up to a year. This study was designed to show that survival was
superior when epoetin alfa was administered to prevent anemia (maintain hemoglobin levels between 12 and 14 g/dL or
hematocrit between 36% and 42%). This study was terminated prematurely when interim results demonstrated a higher mortality
at 4 months (8.7% vs. 3.4%) and a higher rate of fatal thrombotic reactions (11% vs. 0.2%) in the first 4 months of the study among
patients treated with epoetin alfa. The most common investigator-attributed cause of death within the first 4 months was disease
progression; 28 of 41 deaths in the epoetin alfa arm and 13 of 16 deaths in the placebo arm were attributed to disease progression.
Investigator-assessed time to tumor progression was not different between the 2 groups. Survival at 12 months was significantly
lower in the epoetin alfa arm (70% vs. 76%, HR 1.37, 95% Cl: 1.07,1.75; p = 0.012).

Study 2 was a randomized, double-blind study (darbepoetin alfa vs. placebo) conducted in 344 anemic patients with lymphoid
malignancy receiving chemotherapy. With a median follow-up of 29 months, overall mortality rates were significantly higher
among patients randomized to darbepoetin alfa as compared to placebo (HR 1.36, 95% Cl: 1.02, 1.82).

Study 7 was a multicenter, randomized, double-blind study (epoetin alfa vs. placebo) in which patients with advanced non-small
cell lung cancer receiving only palliative radiotherapy or no active therapy were treated with epoetin alfa to achieve and maintain
hemoglobin levels between 12 and 14 g/dL. Following an interim analysis of 70 patients (planned accrual 300 patients), a significant
difference in survival in favor of the patients in the placebo arm of the study was observed (median survival 63 vs. 129 days;

HR 1.84; p = 0.04).

Study 8 was a randomized, double-blind study (darbepoetin alfa vs. placebo) in 989 anemic patients with active malignant disease,
neither receiving nor planning to receive chemotherapy or radiation therapy. There was no evidence of a statistically significant
reduction in proportion of patients receiving RBC transfusions. The median survival was shorter in the darbepoetin alfa treatment
group than in the placebo group (8 months vs. 10.8 months; HR 1.30, 95% Cl: 1.07, 1.57).

ES ) APPRISE

ONCOLOGY PROGRAM

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.
Aranesp“’ and Epogen®/ Procrit® are different drugs with distinct dosmg schedules
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Key Safety Information for Use of
ESAs for Patients With Cancer

Decreased Progression-free Survival and Overall Survival

Study 3 was a randomized, open-label, controlled, factorial design study in which darbepoetin alfa was administered to prevent
anemia in 733 women receiving neo-adjuvant breast cancer treatment. A final analysis was performed after a median follow-up
of approximately 3 years. The 3-year survival rate was lower (86% vs. 90%; HR 142, 95% Cl: 0.93, 2.18) and the 3-year relapse-free
survival rate was lower (72% vs. 78%; HR 1.33, 95% Cl: 0.99, 1.79) in the darbepoetin alfa-treated arm compared to the control arm.

Study 4 was a randomized, open-label, controlled study that enrolled 114 of a planned 460 cervical cancer patients receiving
chemotherapy and radiotherapy. Patients were randomized to receive epoetin alfa to maintain hemoglobin between 12 and

14 g/dL or to RBC transfusion support as needed. The study was terminated prematurely due to an increase in thromboembolic
adverse reactions in epoetin alfa-treated patients compared to control (19% vs. 9%). Both local recurrence (21% vs. 20%) and distant
recurrence (12% vs. 7%) were more frequent in epoetin alfa-treated patients compared to control. Progression-free survival at 3
years was lower in the epoetin alfa-treated group compared to control (59% vs. 62%; HR 1.06, 95% Cl: 0.58, 1.91). Overall survival at
3 years was lower in the epoetin alfa-treated group compared to control (61% vs. 71%; HR 1.28, 95% Cl: 0.68, 2.42).

Study 5 was a randomized, placebo-controlled study in 351 head and neck cancer patients where epoetin beta or placebo was
administered to achieve target hemoglobins = 14 and = 15 g/dL for women and men, respectively. Locoregional progression-free
survival was significantly shorter in patients receiving epoetin beta (HR 1.62, 95% Cl: 1.22, 2.14; p = 0.0008) with medians of 406 days
and 745 days in the epoetin beta and placebo arms respectively. Overall survival was significantly shorter in patients receiving
epoetin beta (HR 1.39, 95% Cl: 1.05, 1.84; p = 0.02).

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules.
is d :v:_,u has been requnred by the US Food and DrugAdmlms tration as par
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Key Safety Information for Use of
ESAs for Patients With Cancer

Decreased Locoregional Control

Study 6 was a randomized, open-label, controlled study conducted in 522 patients with primary squamous cell carcinoma of the
head and neck receiving radiation therapy alone (no chemotherapy) who were randomized to receive darbepoetin alfa to maintain
hemoglobin levels of 14 to 15.5 g/dL or no darbepoetin alfa. An interim analysis performed on 484 patients demonstrated that
locoregional control at 5 years was significantly shorter in patients receiving darbepoetin alfa (RR 1.44, 95% Cl: 1.06,1.96; p = 0.02).
Overall survival was shorter in patients receiving darbepoetin alfa (RR 1.28, 95% Cl: 0.98, 1.68; p = 0.08).

Please see the full prescribing information for Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), or Procrit® (epoetin alfa) for
other risks associated with these ESAs, including other Warnings and Precautions, and Adverse Reactions.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.
his document has been required by the US Food and Drug Administration as
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Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

¢ ESAs are not indicated for use:

— in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

— in patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.
— as a substitute for RBC transfusions in patients who require immediate correction of anemia.

« ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Important Dosing and Treatment Information

« Initiate ESAs in patients on cancer chemotherapy only if the hemoglobin is less than 10 g/dL.

« Use the lowest dose of ESAs necessary to avoid RBC transfusions.

« Discontinue ESAs following the completion of a chemotherapy course.

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides
available at www.esa-apprise.com.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A P P R | S E

Janssen Products, LP.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

'his document has been required by the US Food and Drug Administration as part
soHD o B3 by (R - q
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Healthcare Provider Knowledge Check

Answer true or false to the following statements:

ﬂ True or False: ESAs are not indicated for the treatment of anemia in patients with cancer receiving
myelosuppressive chemotherapy when the anticipated outcome is cure.

g True or False: Initiate ESAs in patients with cancer receiving myelosuppressive chemotherapy only when
hemoglobin level is less than 11 g/dL.

@ True or False: ESAs should be discontinued following the completion of a chemotherapy course.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules.
is d :v:_,u has been requnred by the US Food and DrugAdmlms tration as par
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Answers to the Healthcare Provider Knowledge Check

ﬂ TRUE The correct statement is: ESAs are not indicated for the treatment of anemia in patients with cancer
receiving myelosuppressive chemotherapy when the anticipated outcome is cure.

g FALSE The correct statement is: Initiate ESAs in patients with cancer receiving myelosuppressive
chemotherapy only when hemoglobin level is less than 10 g/dL.

The correct statement is: ESAs should be discontinued following the completion of a
TRUE
chemotherapy course.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules.
is d :v:_,u has been requnred by the US Food and DrugAdmlms tration as par
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Program Requirements and Materials for Healthcare Providers

HCP requirements for patient counseling

ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledg: Form (Acknowledg Form)
Aoy (dbepontn o) Epges” partin o4 o P (pov 519

The ESA APPRISE Oncology Program requires HCPs to counsel patients in the following — o

manner: < R g g e

Providers

« Counsel each patient on the risks (increased risk of mortality and increased risk of

ot st o o EL T e o idece

tumor progression or recurrence) of Aranesp® or Epogen®/Procrit® before each new s oe———— e
course of ESA therapy by reviewing the Acknowledgment Form. e s e

« Discuss each patient’s questions or concerns about ESAs.

» Document that the risk:benefit discussion with each patient has occurred by
completing the Acknowledgment Form with each patient and providing each patient a
copy of the signed form.

P irted cattent rarme. Relat orabis to cettent Of zool cabie)

— Completed Acknowledgment Forms (or modified version consistent with the i psom oo
allowable changes) must be available to the ESA APPRISE Oncology Program for el —
auditing purposes in a manner that does not require disclosure of the patient’s BRI S e —— -
medical record. e e o =

— In a private practice-based clinic, store the forms on-site and/or archive them
through an electronic medical records system as long as they are retrievable.

— In a hospital, provide the completed Acknowledgment Form (or modified version
consistent with the allowable changes) to the Hospital Designee responsible for
maintaining and storing the forms.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.

Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules.
This ~:_,u has been requnred by the US Food and DrugAdmlms tration as par
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Program Requirements and Materials for Healthcare Providers

« To learn more about allowable changes to the Acknowledgment Form, please refer to the Guidelines for Acknowledgment
Form Integration Within Healthcare Systems and Clinics flashcard accessible at www.esa-apprise.com in the Forms & Resources
section.

Guidelines for Acknowledgment Form Integration
Within Healthcare Systems and Clinics

Hospitals and healthcare providers in private practice-based
clinics that are certified in the ESA APPRISE Oncology Program
may modify the ESA APPRISE Oncology Program Patient and
Healthcare Provider Acknowledgment Form (Acknowledgment
Form) and present the modified form to patients in either paper
or electronic form, provided that the Acknowledgment Form
conforms with the following criteria:

Allowable formatting-related changes include:

» Removal of title, instructions, and footnoted text

« Addition of patient identifier and/or clinic/hospital identifiers
(eg, name and/or logo, barcodes)

« Changes to make the form compatible with existing systemns,
including electronic- and paper-based systems

I

I NO changes should be made to boxed content

The hospital or private practice-based clinic must maintain evidence of compliance that
the Acknowledgment Form was signed by both the patient or patient ropnsctativoand
the healthcare provider prior to the initiation of each new course of ESA

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.
Amnesp“ and Epogen®/ Procrit® are different drugs with distinct dosnng schedules

ESA APPRISE
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Program Requirements and Materials for Healthcare Providers

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Upon completion of this enrollment process, you will receive an ESA APPRISE Oncology Program enrollment identification
(ID) number via email (or by fax if no email address is provided). Your enrollment ID number will be required on every
Acknowledgment Form.

Once you have enrolled, you will receive materials to assist you in implementing the ESA APPRISE Oncology Program. These
materials will be shipped to each private practice location listed on your enrollment form. If your primary practice location is a
hospital, these materials will be sent to the Hospital Designee.

These materials include:

» ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Forms

« Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics

« Steps for Healthcare Providers Who Prescribe, or Prescribe and Dispense, ESAs for Patients With Cancer

Should you have any questions during this training and enrollment process, call the ESA APPRISE Oncology Program Call Center at
1-866-284-8089 or contact your local Amgen or Janssen Products, LP Field Representative.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A P P R | S E

Janssen Products, LP.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.

'his document has been required by the US Food and Drug Administration as part
soHD o B3 by (R - q
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Healthcare Provider Enrollment

Now that you have completed the ESA APPRISE Oncology Program Training Module, you are ready to enroll. Enrollment confirms
the fact that you have reviewed the safety and appropriate use information for ESAs for patients with cancer, commits you to
complying with the Program requirements, and asks you to list all your sites of practice.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

ESA APPRISE OntologhtProgram
Enrollment Form for Healthcare Providers

Aranegpt iar bepostinafo) wmda) and Procrit® (spsti o) are

(ESAY used for patients w th cancer

certifiod. heatth 4CPS
3 oF

.G Frogram i
« Complete th d fax Cal Center o1 866 353 1

Fabineto with tha ESA APPRISE Oneo| wilreadt n of your access © E5As
By completing this form, 1 agree to the following:
“1h

for Aranesp® or Epogen/Proarit®
din cal stuacke s oo 1 IL‘A 3 b d and
cervical cancers
arder sks thelowest dose of 4 to woid red
uooddlmv-ﬁm
dforth of wemia o dmal.

whr the oo 4.

there 5. mnmdﬂowmﬁdmdm
for

immediate comection of anemia

preducts o rdess also re chemoth belge
shown o Ity ofIfe fatgue or berg
T gy d h e
1di M st sbat o Epogeny Proar
wil coured each dnnﬂlky-\dhaﬂ.ed dmﬂum
[y Epagen’/Proatt® bef course of 9 by rev ewing the:
theach . o
with each copy of the signed form
Y of the fmu-e e

Adthe folow y first dose of.

Epogent/Procritt:
Ndmamhbodﬁs.d rsks of ESA theragy

cws g Hacseceon of the ferm 6 s bl der centied nthe €54
eun ‘the risk uwﬂmb’“mmurkw
wbout Aranesph o
Mrman'mhbaofnylblm -
Thepertorpar predthe Form iy presence and Iy

* gz

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.
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Steps for Healthcare Providers Who Prescribe, or

Prescribe and Dispense, ESAs for Patients With Cancer

Follow these 3 steps to enroll and participate in the ESA* APPRISE Oncology Program:

Failure to comply with the ESA APPRISE Oncology Program requirements will result in suspension of your access to ESAs (Aranesp®
and Epogen®/Procrit®).

3 a ~

2. Train 72 Enroll #2. Counsel and Document
1 Complete the ESA 2 Enroll in the ESA 3 Prior to each new course of ESA therapy:
APPRISE O’!C‘E’IOSY ) APPRISE Oncology ) « Counsel each patient on the risks of ESAs using the ESA APPRISE
::'é’lﬁ’jg; :’?;‘/'igﬁ'/v;?g; Er:‘;gg::gpcﬁgplet'"g Oncology Program Patient and Healthcare Provider Acknowledgment

risks of ESA therapy and
appropriate use of ESAs

for patients with cancer.

Oncology Program
Enrollment Form for
Healthcare Providers.

To train and enroll, contact your local Amgen or Janssen
Products, LP Field Representative or access the ESA APPRISE
Oncology Program website at www.esa-apprise.com.

If you are unable to enroll via a Field Representative or online,

please call the ESA APPRISE Oncology Program Call Center at
1-866-284-8089 for further assistance.

Form (Acknowledgment Form)™. Review ESA risk:benefit information
with each patient and answer any questions they may have.

» Document that the ESA risk:benefit discussion occurred using the
Acknowledgment Form. Complete each section of the
Acknowledgment Form with each patient and provide each patient
a copy of the signed form.

» Make completed Acknowledgment Forms available to the ESA
APPRISE Oncology Program for auditing purposes in a manner that
does not disclose patients’ medical records.

« In a private practice-based clinic, store and archive the forms so
that they are retrievable, whether physically on-site or electronically.

« In a hospital, provide the completed form to the Hospital Designee
responsible for maintaining and storing the forms.

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including
Boxed WARNINGS and Medication Guides available at www.esa-apprise.com.

*ESA erythropoiesis stimulating agent [Aranesp® (darbepoetin alfa)/Epogen® (epoetin alfa)/ Procrit® (epoetin alfa)).
modified version consistent with allowable changes.




ESA APPRISE Oncology Program Patient and Healthcare Provider

Acknowledgment Form (Acknowledgment Form)
Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit® (epoetin alfa) are Erythropoiesis Stimulating Agents (ESAs*) used for patients with cancer

- Instructions for Healthcare Providers \
Counsel the patient on the risks and benefits of Aranesp® o Make completed Acknowledgment FormsT available to the
or Epogen®/Procrit® before each new course of ESA ESA APPRISE Oncology Program (Program) for auditing
therapy. purposes.
Complete each section of the form as required with * In a private practice-based clinic, store and archive the
the patient. completed forms so that they are retrievable.
Provide a copy of the signed form to the patient. * In a hospital, provide the completed forms to the Hospital

Designee responsible for maintaining and storing the forms.

Patient Acknowledgment of ESA Benefits and Risks

Aranesp® and Epogen®/Procrit® are prescription medicines used to treat anemia. They are in a class of medicines called
erythropoiesis stimulating agents, or ESAs. These medicines are different from each other, so your healthcare provider will decide
which one is right for you.

Benefits: People with anemia have a lower-than-normal By signing this form. | acknowledge that my healthcare

number of red blood cells (RBCs). ESAs work like the human provider did the following before | received my first dose
protein called erythropoietin to help your body make more of an ESA:
RBCs. ESAs are used to reduce or avoid the need for RBC * Told me about the benefits and risks of ESA therapy
transfusions. * Answered all of my questions or concerns about my
Risks: ESAs may make my tumor grow faster and | may die treatment with an ESA
sooner.

N J

Written Permission to Share Information

| permit my healthcare provider to share this | understand that:
form with Amgen and Janssen Products, LP * If | do not sign this form, | will not receive an ESA
(the Sponsors) and their contractors that *» After my information has been shared with the Program Sponsors and
manage certain aspects of the ESA APPRISE Contractors, federal privacy laws no longer protect it. This means that the
Oncology Program (the Contractors).The Sponsors and Contractors can give it to others, such as the Food and Drug
Program Sponsors and Contractors agree to Administration, to learn about Program effectiveness, as required by law
keep my information secure.They will use it * | can cancel my permission at any time by providing written notice to my
only to make sure Program rules are being healthcare provider
followed. » My permission lasts until the Program ends
J
/ /
Signature of patient or patient representative Printed name of patient representative Date (MM/DD/YY)
Printed patient name Relationship to patient (if applicable)
Healthcare Provider Acknowledgment
| acknowledge that prior to the initiation of this new |:| |:| |:| |:| |:| |:| |:| |:| |:| |:|
course of ESA therapy:
* | counseled the patient on the risks and benefits of Healthcare Provider Enroliment ID#
ESAs by reviewing the Acknowledgment Form.
o di§cussed all concerns and an-swered all questions the 5 Signature of Healthcare Provider
patient had about treatment with ESAs to the best of my ability.
* The patient or patient representative signed the Acknowledgment
Form in my presence and | provided a copy of the signed Printed name of Healthcare Provider
Acknowledgment Form to the patient.
*Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules. Date (MM/DD/YY)
*Or modified version consistent with the allowable changes. (Pre-populated information)
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Site ID
Procrit® is a registered trademark of Janssen Products, LP. Site Name

V5 10/13 Site Address (Address, City, State, Zip)
Reference ID: 3429800




ESA APPRISE Oncology Program

Enrollment Form for Hospitals___

Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit® (epoetin alfa) are
Erythropoiesis Stimulating Agents (ESAs) used for patients with cancer
To become certified, Hospital Designees must train and enroll into the ESA APPRISE Oncology Program:
» Complete the ESA APPRISE Oncology Program Training Module for Hospital Designees.
« Complete the enrollment form and fax it to the ESA APPRISE Oncology Program Call Center at 1-866-553-8124.

Failure to comply with the ESA APPRISE Oncology Program requirements will result in suspension of access
to ESAs for the hospital for which you are responsible.

By completing enrollment, | agree to the following on behalf of the hospital for which | am responsible:

* | have been designated by hospital management to assume the authority and responsibility to internally
coordinate and oversee the ESA APPRISE Oncology Program requirements in the hospital listed below.

* | have completed the ESA APPRISE Oncology Program Training Module for Hospital Designees.

« | understand that if healthcare providers (HCPs) in the hospital prescribe Aranesp® or Epogen®/Procrit® to
patients with cancer, failure of the staff to comply with enrollment requirements will lead to suspension of
access to Aranesp® and Epogen®/Procrit® for the hospital.

« | will inform all HCPs who prescribe Aranesp® or Epogen®/Procrit® for patients with cancer at the hospital of
the ESA APPRISE Oncology Program training and certification requirements.

« | will establish or oversee the establishment of a system, order sets, protocols, or other measures designed
to ensure that the hospital is in compliance with the Program, such that:

— Aranesp® or Epogen®/Procrit® is only dispensed to patients with cancer after verifying:

« that the HCP who prescribes Aranesp® or Epogen®/Procrit® for patients with cancer is certified in the
ESA APPRISE Oncology Program; and

« that the discussion between the patient and the Program-certified provider on the risks of Aranesp®
or Epogen®/Procrit® therapy is documented by patient and provider signatures on the ESA APPRISE
Patient and Healthcare Provider Acknowledgment Form (Acknowledgment Form) prior to initiation of
each new course of Aranesp® or Epogen®/Procrit® therapy.

— If an HCP who prescribes Aranesp® or Epogen®/ Procrit® is not certified in the ESA APPRISE Oncology
Program, the provider will be notified that they are not able to prescribe Aranesp® or Epogen®/Procrit®
for patients with cancer.

« | am authorized to oversee compliance with Program auditing to assess the effectiveness of the ESA
APPRISE Oncology Program.

« | will maintain evidence of compliance with the ESA APPRISE Oncology Program for auditing purposes, as
follows:

— Documentation (ie, unique enrollment ID number) that each HCP in the hospital who prescribes Aranesp®
or Epogen®/Procrit® for patients with cancer is certified in the Program.

— Documentation of the risk:benefit discussion between certified provider and patient on the
Acknowledgment Form for each patient with cancer for whom an Aranesp® or Epogen®/Procrit®
prescription was filled; the Acknowledgment Forms are to be stored on-site and/or archived in a
retrievable manner.

Hospital Designee Information

Authorized Hospital Designee name Title

Authorized Hospital Designee signature Date

Phone Fax

Email

A APPRISE




ESA APPRISE Oncology Program

Enrollment Form for Hospitals

Hospital Enrollment Information

Hospital name

Address
City State ZIP
HIN# and/or Customer ID Type and #

Hospital Contact Information for Receipt of Program Materials (if different from authorized designee)

Name

[ same as address listed above

Address
City State ZIP
Phone Fax Email

An ESA APPRISE Oncology Program enrollment confirmation and an identification number will be sent via email (or by fax if no
email address is provided) to each individual listed above within 1business day of receipt of this completed form. This
confirmation email will also include instructions on how to access a report of HCPs at your hospital who are certified in the
Program. Upon 7 business days of enrollment confirmation, ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Forms and Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics will be
shipped to the address provided above.

For questions regarding the ESA APPRISE Oncology Program, please call the ESA APPRISE Oncology Program Call Center at
1-866-284-8089, visit the ESA APPRISE Oncology Program website at www.esa-apprise.com, or contact your local Amgen or
Janssen Products, LP Field Representative.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.
Aranesp® and Epogen® are registered trademarks of Amgen Inc.
Procrit® is a regustered trademark of Janssen Products, LP.
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Training Module for Hospital Designees

Erythropoiesis Stimulating Agents (ESAs) are used to treat anemia for patients with cancer where anemia is due to the effect

of concomitant myelosuppressive chemotherapy and include Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit®
(epoetin alfa). The Food and Drug Administration (FDA) has determined that a Risk Evaluation and Mitigation Strategy (REMS) is
necessary for ESAs used to treat patients with cancer to ensure that the benefits of these drugs outweigh the risks of shortened
overall survival and/or increased risk of tumor progression or recurrence as shown in clinical studies of patients with breast,
non-small cell lung, head and neck, lymphoid, and cervical cancers.

The ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use of ESAs) Oncology Program is part
of the REMS. This Training Module is required for certification in the ESA APPRISE Oncology Program and is intended for Hospital
Designees at hospitals that dispense ESAs for patients with cancer.

The goal of the REMS for Aranesp® and Epogen®/Procrit® is:
To support informed discussions between patients with cancer and their healthcare providers by:
« educating healthcare providers about the risks and safe use conditions of ESAs for patients with cancer.

« informing patients about the risk of shortened overall survival and/or increased risk of tumor progression or recurrence when
ESAs are used to treat anemia due to concomitant myelosuppressive chemotherapy.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of the hospital’s access to ESAs

This training module, as a component of this REMS Program, presents the requirements for healthcare providers (HCPs) who
prescribe, or prescribe and dispense, Aranesp®, Epogen®, or Procrit® for patients with cancer as well as the requirements for
Hospital Designees who must oversee implementation of this safety program at their respective Hospitals.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A P P R | S E

Janssen Products, LP.
Aranesp“’ and Epogen®/ Procr|t° are different drugs with distinct dosmg schedules OLOGY PROGRAM,,,,




Training Module for Hospital Designees

This Training Module features four sections:

Section 1: Key safety information for the use of ESAs for patients with cancer
Section 2: Appropriate use of ESAs for patients with cancer

Section 3: HCP and Hospital Designee Program requirements and materials

Section 4: Enrollment

Please see the Aranesp®, Epogen®, and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides
available at www.esa-apprise.com.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.

Aranesp“ and Epogen®/ Procrit® are different drugs with distinct dosung schedules
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KEY SAFETY INFORMATION FOR USE OF
ESAs FOR PATIENTS WITH CANCER
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Key Safety Information for Use of

ESAs for Patients With Cancer

ESAs resulted in decreased locoregional control/progression-free survival and/or overall survival.

As shown in the table below, these findings were observed in studies of patients with advanced head and neck cancer
receiving radiation therapy (Studies 5 and 6), in patients receiving chemotherapy for metastatic breast cancer (Study 1) or
lymphoid malignancy (Study 2), and in patients with non-small cell lung cancer or various malignancies who were not receiving

chemotherapy or radiotherapy (Studies 7 and 8).

Study/ Tumor/(n)

Hemoglobin

Hemoglobin

Primary Efficacy Outcome

Adverse Outcome for

Chemotherapy

Study 1

Metastatic breast cancer (n = 939)
Study 2

Lymphoid malignancy (n = 344)
Study 3

Early breast cancer (n =733)

Study 4
Cervical cancer (n =114)

Radiotherapy Alone
Study 5
Head and neck cancer (n = 351)

Study 6
Head and neck cancer (n = 522)

No Chemotherapy or Radiotherapy

Study 7
Non-small cell lung cancer (n = 70)

Study 8
Non-myeloid malignancy (n = 989)

*Ql=25th percentile Q3= 75th percentile

Target

12-14 g/dL

1B-15 g/dL (M)
13-14 g/dL (F)

12.5-13 g/dL

12-14 g/dL

215 g/dL (M)
=14 g/dL ()

14-15.5 g/dL

12-14 g/dL

12-13 g/dL

(Median; Q1, Q3%)

129 g/dL;
122,133 g/dL

Ng/dL;
9.8, 121g/dL

131g/dL;
125,137 g/dL

127 g/dL;
121,133 g/dL

Not available

Not available

Not available

10.6 g/dL;
94,118 g/dL

12-month overall survival

Proportion of patients achieving a
hemoglobin response

Relapse-free and overall survival

Progression-free and overall survival
and locoregional control

Locoregional progression-free
survival

Locoregional disease control

Quality of life

RBC transfusions

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/ Procrit® are different drugs with distinct dosnng schedules

ESA-Containing Arm

Decreased 12-month survival

Decreased overall survival

Decreased 3-year relapse-free
and overall survival

Decreased 3-year progression-free and
overall survival and locoregional control

Decreased 5-year locoregional
progression-free and overall survival

Decreased locoregional disease control

Decreased overall survival

Decreased overall survival

ES APPRISE
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Key Safety Information for Use of
ESAs for Patients With Cancer

Decreased Overall Survival

Study 1 was a randomized, placebo-controlled study of 939 women with metastatic breast cancer receiving chemotherapy;
patients received either weekly epoetin alfa or placebo for up to a year. This study was designed to show that survival was
superior when epoetin alfa was administered to prevent anemia (maintain hemoglobin levels between 12 and 14 g/dL or
hematocrit between 36% and 42%). This study was terminated prematurely when interim results demonstrated a higher mortality
at 4 months (8.7% vs. 3.4%) and a higher rate of fatal thrombotic reactions (11% vs. 0.2%) in the first 4 months of the study among
patients treated with epoetin alfa. The most common investigator-attributed cause of death within the first 4 months was disease
progression; 28 of 41 deaths in the epoetin alfa arm and 13 of 16 deaths in the placebo arm were attributed to disease progression.
Investigator-assessed time to tumor progression was not different between the 2 groups. Survival at 12 months was significantly
lower in the epoetin alfa arm (70% vs. 76%, HR 1.37, 95% Cl: 1.07,1.75; p = 0.012).

Study 2 was a randomized, double-blind study (darbepoetin alfa vs. placebo) conducted in 344 anemic patients with lymphoid
malignancy receiving chemotherapy. With a median follow-up of 29 months, overall mortality rates were significantly higher
among patients randomized to darbepoetin alfa as compared to placebo (HR 1.36, 95% Cl: 1.02, 1.82).

Study 7 was a multicenter, randomized, double-blind study (epoetin alfa vs. placebo) in which patients with advanced non-small
cell lung cancer receiving only palliative radiotherapy or no active therapy were treated with epoetin alfa to achieve and maintain
hemoglobin levels between 12 and 14 g/dL. Following an interim analysis of 70 patients (planned accrual 300 patients), a significant
difference in survival in favor of the patients in the placebo arm of the study was observed (median survival 63 vs. 129 days;

HR 1.84; p = 0.04).

Study 8 was a randomized, double-blind study (darbepoetin alfa vs. placebo) in 989 anemic patients with active malignant disease,
neither receiving nor planning to receive chemotherapy or radiation therapy. There was no evidence of a statistically significant
reduction in proportion of patients receiving RBC transfusions. The median survival was shorter in the darbepoetin alfa treatment
group than in the placebo group (8 months vs. 10.8 months; HR 1.30, 95% Cl: 1.07, 1.57).

ES ) APPRISE

ONCOLOGY PROGRAM

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.
Aranesp“’ and Epogen®/ Procrit® are different drugs with distinct dosmg schedules
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Key Safety Information for Use of
ESAs for Patients With Cancer

Decreased Progression-free Survival and Overall Survival

Study 3 was a randomized, open-label, controlled, factorial design study in which darbepoetin alfa was administered to prevent
anemia in 733 women receiving neo-adjuvant breast cancer treatment. A final analysis was performed after a median follow-up
of approximately 3 years. The 3-year survival rate was lower (86% vs. 90%; HR 142, 95% Cl: 0.93, 2.18) and the 3-year relapse-free
survival rate was lower (72% vs. 78%; HR 1.33, 95% Cl: 0.99, 1.79) in the darbepoetin alfa-treated arm compared to the control arm.

Study 4 was a randomized, open-label, controlled study that enrolled 114 of a planned 460 cervical cancer patients receiving
chemotherapy and radiotherapy. Patients were randomized to receive epoetin alfa to maintain hemoglobin between 12 and

14 g/dL or to RBC transfusion support as needed. The study was terminated prematurely due to an increase in thromboembolic
adverse reactions in epoetin alfa-treated patients compared to control (19% vs. 9%). Both local recurrence (21% vs. 20%) and distant
recurrence (12% vs. 7%) were more frequent in epoetin alfa-treated patients compared to control. Progression-free survival at 3
years was lower in the epoetin alfa-treated group compared to control (59% vs. 62%; HR 1.06, 95% Cl: 0.58, 1.91). Overall survival at 3
years was lower in the epoetin alfa-treated group compared to control (61% vs. 71%; HR 1.28, 95% Cl: 0.68, 2.42).

Study 5 was a randomized, placebo-controlled study in 351 head and neck cancer patients where epoetin beta or placebo was
administered to achieve target hemoglobins = 14 and = 15 g/dL for women and men, respectively. Locoregional progression-free
survival was significantly shorter in patients receiving epoetin beta (HR 1.62, 95% Cl: 1.22, 2.14; p = 0.0008) with medians of 406 days
and 745 days in the epoetin beta and placebo arms respectively. Overall survival was significantly shorter in patients receiving
epoetin beta (HR 1.39, 95% Cl: 1.05, 1.84; p = 0.02).

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.
Aranesp“’ and Epogen®/ Procr|t° are different drugs with distinct dosmg schedules
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Key Safety Information for Use of
ESAs for Patients With Cancer

Decreased Locoregional Control

Study 6 was a randomized, open-label, controlled study conducted in 522 patients with primary squamous cell carcinoma of the
head and neck receiving radiation therapy alone (no chemotherapy) who were randomized to receive darbepoetin alfa to maintain
hemoglobin levels of 14 to 15.5 g/dL or no darbepoetin alfa. An interim analysis performed on 484 patients demonstrated that
locoregional control at 5 years was significantly shorter in patients receiving darbepoetin alfa (RR 1.44, 95% Cl: 1.06,1.96; p = 0.02).
Overall survival was shorter in patients receiving darbepoetin alfa (RR 1.28, 95% Cl: 0.98, 1.68; p = 0.08).

Please see the full prescribing information for Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), or Procrit® (epoetin alfa) for
other risks associated with these ESAs, including other Warnings and Precautions, and Adverse Reactions.

PPRISE

OLO YPROGRAM

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A
Janssen Products, LP. ~n
Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.
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SECTION 2
APPROPRIATE USE OF ESAs
FOR PATIENTS WITH CANCER
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Appropriate Use of ESAs for Patients With Cancer

« ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect
of concomitant myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned
chemotherapy.

¢ ESAs are not indicated for use:

— in patients with cancer receiving hormonal agents, biologic products, or radiotherapy, unless also receiving concomitant
myelosuppressive chemotherapy.

— in patients with cancer receiving myelosuppressive chemotherapy when the anticipated outcome is cure.
— as a substitute for RBC transfusions in patients who require immediate correction of anemia.

« ESAs have not been shown to improve quality of life, fatigue, or patient well-being.

Important Dosing and Treatment Information

« Initiate ESAs in patients on cancer chemotherapy only if the hemoglobin is less than 10 g/dL.

« Use the lowest dose of ESAs necessary to avoid RBC transfusions.

« Discontinue ESAs following the completion of a chemotherapy course.

Please see the Aranesp®, Epogen®, and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides
available at www.esa-apprise.com.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A P P R | S E

Janssen Products, LP.
Atanesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules
docu ent has been requnred by the US Food and Drug Administration as par
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Hospital Designee Knowledge Check

Answer true or false to the following statements:

ﬂ True or False: ESAs are not indicated for the treatment of anemia in patients with cancer receiving myelosuppressive
chemotherapy when the anticipated outcome is cure.

@ True or False: Initiate ESAs in patients with cancer receiving myelosuppressive chemotherapy only when hemoglobin
level is less than T g/dL.

@ True or False: ESAs should be discontinued following the completion of a chemotherapy course.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A P P R | S E

Janssen Products, LP.
Aranesp“’ and Epogen®/ Procrit® are different drugs with distinct dosnng schedules
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Answers to the Hospital Designee Knowledge Check

ﬂ TRUE The correct statement is: ESAs are not indicated for the treatment of anemia in patients with cancer
receiving myelosuppressive chemotherapy when the anticipated outcome is cure.

@ FALSE The correct statement is: Initiate ESAs in patients with cancer receiving myelosuppressive
chemotherapy only when hemoglobin level is less than 10 g/dL.

@ The correct statement is: ESAs should be discontinued following the completion of a chemotherapy
TRUE course.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of
Janssen Products, LP.
Aranesp“’ and Epogen®/ Procrit® are different drugs with distinct dosnng schedules
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Program Requirements and Materials for
Healthcare Providers and Hospital Designees

HCP requirements for patient counseling £SAAPPRISE Oncoiogy Program Pafent and Healtheare Proider
Acknowledgment Form (Acknowledgment Form)
Assrarp® (dmbepoeth afe) Epeges” £l o U]
The ESA APPRISE Oncology Program requires HCPs to counsel patients in the following Py o o et o
or Epogsn®/Frocrit oA BA mmssow&wmhm
manner: :

« Counsel each patient on the risks (increased risk of mortality and increased risk of
tumor progression or recurrence) of Aranesp® or Epogen®/Procrit® before each new - PR [ —————
course of ESA therapy by reviewing the Acknowledgment Form. o el B e et

« Discuss each patient’s questions or concerns about ESAs.

« Document that the risk:benefit discussion with each patient has occurred by EERIOSE  CEERTEr
completing the Acknowledgment Form with each patient and providing each patient a L = T eemes
copy of the signed form. = ' s
— Completed Acknowledgment Forms (or modified version consistent with the e e CoOOOOO0n

allowable changes) must be available to the ESA APPRISE Oncology Program for Pl S —
auditing purposes in a manner that does not require disclosure of the patient’s o e e =
medical record. e R

— In a private practice-based clinic, store the forms on-site and/or archive them
through an electronic medical records system as long as they are retrievable.

— In a hospital, provide the completed Acknowledgment Form (or modified version
consistent with the allowable changes) to the Hospital Designee responsible for
maintaining and storing the forms.

ES APPRISE

OLOGY PROGRAM
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Program Requirements and Materials for
Healthcare Providers and Hospital Designees

Hospital Designee Requirements

« Assume the authority and responsibility to internally coordinate and oversee implementation of the ESA APPRISE Oncology
Program requirements in the hospital(s) for which you are responsible.

« Complete the Training Module for Hospital Designees.

 Understand that if HCPs in the hospital prescribe Aranesp® or Epogen®/Procrit® to patients with cancer, failure to comply with
Program requirements will lead to suspension of access to ESAs for the hospital.

« Inform all HCPs who prescribe Aranesp® or Epogen®/Procrit® for patients with cancer at the hospital of the Program training and
certification requirements.

« Establish or oversee the establishment of a system, order sets, protocols, or other measures designed to ensure that the hospital
is in compliance with the ESA APPRISE Oncology Program, such that:

— ESAs are only dispensed to patients with cancer after verifying:

« that the HCP who prescribes ESAs for patients with cancer is certified in the Program; and

« that the discussion between the patient and the Program-certified provider on the risks of ESA therapy is documented by
patient and provider signatures on the ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment
Form (Acknowledgment Form) prior to initiation of each new course of ESA therapy.

— If an HCP who prescribes ESAs is not certified in the ESA APPRISE Oncology Program, the provider will be notified that they
are not able to prescribe ESAs for patients with cancer.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules
1is d :v:vn has been requnred by the US Food and Drug Administration as par
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Program Requirements and Materials for
Healthcare Providers and Hospital Designees

« To learn more about allowable changes to the Acknowledgment Form, please refer to the Guidelines for Acknowledgment
Form Integration Within Healthcare Systems and Clinics flashcard accessible at www.esa-apprise.com in the Forms & Resources
section.

Guidelines for Acknowledgment Form Integration
Within Healthcare Systems and Clinics

Hospitals and healthcare providers in private practice-based

clinics that are certified in the ESA APPRISE Oncology Program

(T — may modify the ESA APPRISE Oncology Program Patient and
- it iuiambtund Healthcare Provider Acknowledgment Form (Acknowledgment

o J Form) and present the modified form to patients in either paper

or electronic form, provided that the Acknowledgment Form

T T ) conforms with the following criteria:

s

— ﬁ-.-hlh .q“' Senngiue ol mambord the.
et :'-':l'-‘;".:': s Allowable formatting-related changes include:
« Removal of title, instructions, and footnoted text
« Addition of patient identifier and/or clinic/hospital identifiers
(eg, name and/or logo, barcodes)

« Changes to make the form compatible with existing systems,
including electronic- and paper-based systems

—{ NO changes should be made to boxed content I

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp® and Epogen®/Procrit® are different drugs with distinct dosing schedules.
docu ent has been requnred by the US Food and Drug Administration as f
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Program Requirements and Materials for
Healthcare Providers and Hospital Designees

« Oversee compliance with Program auditing to assess the effectiveness of the Program.
 Maintain evidence of compliance with the Program for auditing purposes, as follows:

— Documentation (ie, unique enrollment ID number) that each HCP in the hospital who prescribes ESAs for patients with cancer
is certified in the Program.

— Documentation of the risk:benefit discussion between certified provider and patient on the Acknowledgment Form for each
patient with cancer for whom an Aranesp® or Epogen®/Procrit® prescription was filled; the Acknowledgment Forms are to be
stored on-site and/or archived in a retrievable manner.

« Completed Acknowledgment Forms (or modified version consistent with the allowable changes) must be available to the
ESA APPRISE Oncology Program for auditing purposes in a manner that does not require disclosure of the patient’s medical
record.

Please see the Aranesp®, Epogen® and Procrit® prescribing information, including Boxed WARNINGS and Medication Guides
available at www.esa-apprise.com.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of ES A A P P R | S E

Janssen Products, LP.
Atanesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules
docu ent has been requnred by the US Food and Drug Administration as par
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Program Requirements and Materials for
Healthcare Providers and Hospital Designees

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

Upon completion of this enrollment process, you (and an alternate contact, if provided) will receive an email (or fax if no email
address is provided) with the ESA APPRISE Oncology Program enrollment ID number unique to the hospital. This enrollment ID
number allows you to identify HCPs enrolled at your location, by clicking “Login” at the top right of the ESA APPRISE Oncology
Program website home page. You can also order more Program materials via www.esa-apprise.com using the hospital enrollment
ID number.

Once you have enrolled, you will receive the following materials to assist HCPs in the hospital in implementing the Program:
» ESA APPRISE Oncology Program Patient and Healthcare Provider Acknowledgment Forms

« Guidelines for Acknowledgment Form Integration Within Healthcare Systems and Clinics

« Steps for Healthcare Providers who Prescribe, or Prescribe and Dispense, ESAs to Patients With Cancer

« Steps for Hospitals and Hospital/Institution-affiliated Outpatient Facilities That Dispense ESAs to Patients With Cancer

Should you have any questions during this training and enrollment process, call the ESA APPRISE Oncology Program Call Center at
1-866-284-8089 or contact your local Amgen or Janssen Products, LP Field Representative.

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of

Janssen Products, LP.

Aranesp“’ and Epogen®/Procrit® are different drugs with distinct dosing schedules
1is d :v:vn has been requnred by the US Food and Drug Administration as par
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Hospital Designee Enrollment

Now that you have completed the ESA APPRISE Oncology Program Training Module, you are ready to enroll. Enrollment confirms
the fact that you have reviewed the safety and appropriate use information for ESAs for patients with cancer, and commits you to

complying with the Program requirements.

Failure to comply with the ESA APPRISE Oncology Program
requirements will result in suspension of your access to ESAs

ESA APPRISE Oncology Program
Enrollment Form for Hospitals

e et R g e e ot
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gy Program Cal Center at1 866 553 04
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janssen Steps for Hospitals and Hospital/Institution-affiliated

Outpatient Facilities That Dispense ESAs to Patients WithCancer

Failure to comply with the ESA* APPRISE Oncology Program requirements will result in suspension of access to ESAs (Aranesp® and Epogen®/Procrit®)
at the hospital(s) for which you are responsible.

T Selecta Hospital Designee

This individual is designated by hospital management to assume authority and responsibility to internally coordinate and oversee
the ESA APPRISE Oncology Program in the hospital (eg, Pharmacy Director, Head of Hematology/Oncology Department).

2 Complete Training

The Hospital Designee must complete the ESA APPRISE Oncology Program To train and enroll, contact your local

training for Hospital Designees. Amgen or Janssen Products, LP Field

Representative or access the ESA

APPRISE Oncology Program Website at
§ Enroll www.esa-apprise.com. If you are unable
to enroll via a field representative or
online, please call the ESA APPRISE
Oncology Program Call Center at
1-866-284-8089 for further assistance.

The Hospital Designee must enroll in the ESA APPRISE Oncology Program by
completing the ESA APPRISE Oncology Program Enrollment Form for Hospitals.

4 Implement

The Hospital Designee must establish or oversee the establishment of a system, order sets, protocols, or other measures designed to
ensure that ESAs are only dispensed to patients with cancer after verifying:
« that the healthcare provider (HCP) who prescribes Aranesp® or Epogen®/Procrit® for patients with cancer is certified in the ESA
APPRISE Oncology Program.
— if an HCP who prescribes Aranesp® or Epogen®/Procrit® is not certified in the ESA APPRISE Oncology Program, the provider will
be notified that he/she is not able to prescribe Aranesp® or Epogen®/Procrit® for patients with cancer.

« that the discussion between the patient and ESA APPRISE Oncology Program-certified provider on the risks of Aranesp® or
Epogen®/Procrit® therapy is documented by patient and provider signatures on the ESA APPRISE Oncology Program Patient and
Healthcare Provider Acknowledgment Form (Acknowledgment Form) prior to initiation of each new course of Aranesp® or
Epogen®/Procrit® therapy.
Please see the Aranesp® Epogen® and Procrit® prescribing information, including Boxed WARNINGS and
Medication Guides available at www.esa-apprise.com.




Guidelines for Acknowledgment Form Integration

Within Healthcare Systems and Clinics

ESA APPRISE Oncology Program Patient and Healthcare Provider
Acknowledgment Form (Acknowledgment Form)
Aranesp® (darbepoetin alf]. Epogen® (epoetin aife), and Procrié® (epoetin o) are Erythropoiesis Stimulating Agents (ESAs*) used for patients with cancer

Instructions for Healthcare Providers

Ommummmmmwbuwdw omwmmﬁrmmhbhmd!
or Epogen®Procrit® before each new course of ESA [ESA APPRISE Oncology Program (Program) for auditing
therapy. purposes.
Qc«mmmﬁmmxwmm = Ina private practice-based clinic, store and archive the
the patient. completed forms so that they are retrievable.

om:mdmwmmmm = In a hospital, provide the completed forms to the Hospital
Designee

responsible for maintaining and storing the forms.
Patient Acknowledgment of ESA Benefits and Risks

Annsgfmdﬁpquﬁhwl' prescription medicines used to treat anemia They are in a class of medicines called
erythropoiesis ogents, or ESAs. These medicines are different from each other, so your healthcare provider will decide
‘which one is right for you.
Benefits: People with anemia have a lower-than-normal By signing this form, | acknowledge that my healthcare
number of red blood cells (RBCs). ESAs work fike the human provider did the following before | received my first dose
protein called erythropoietin to help your body make more of an ESA:
mﬁ_kmmmmwmdlemedhm = Told me about the benefits and risks of ESA therapy
transfusions. = Answered all of my questions or concerns about my
Risks: ESAs may make my tumor grow faster and | may die treatment with an ESA
sooner.

Hospitals and healthcare providers in private practice-based
clinics that are certified in the ESA APPRISE Oncology Program
may modify the ESA APPRISE Oncology Program Patient and
Healthcare Provider Acknowledgment Form (Acknowledgment
Form) and present the modified form to patients in either paper
or electronic form, provided that the Acknowledgment Form
conforms with the following criteria:

‘Written Permission to Share Information

1 permit my healthcare provider to share this | understand that:

form with Amgen and Janssen Products, LP = If I do not sign this form. | will not receive an ESA

= After my information has been shared with the Program Sponsors and
‘Contractors, federal privacy laws no longer protect it. This means that the
Sponsors and Contractors can give it to others, such as the Food and Drug.

Program Sponsors and Contractors agree to Administration, to learn about Program effectiveness, as required by law

keep my information secure. They will use it * | can cancel my permission at any time by providing written notice to my

only to make sure Program rules are being healthcare provider

followed. = My permission lasts until the Program ends

Allowable formatting-related changes include:
« Removal of title, instructions, and footnoted text

« Addition of patient identifier and/or clinic/hospital identifiers
(eg, name and/or logo, barcodes)

« Changes to make the form compatible with existing systems,
including electronic- and paper-based systems

Printed name of patient representatve "Date MMDOIYY)
Printed patient rame Relationship to patient (if applicable)
Healthcare Provider Acknowledgment
ool oty e et Uooo00000o
course
* | counseled the patient on the risks and benefits of Healthcare Provider Enroliment ID#
ESAs by reviewing the Acknowledgment Form.
* | discussed all concerns and answered all questions the Sigratare of Healtheare Provid
mmm“mmmmmmawauq
= The patient or patient signed the _ _
Form in my presence and | provided a copy of the signed Printed name of Healthcare Provider
Acknowledgment Form to the patient.

—_—
+Aranesc® and Excea=®Proc-t® are d flarant drums with datingt dosne scnedules. Dace (MM/DDIYY)

Esceas® of AmeanIn Siea D
Procr® i 2 recistered trademark of Janezen Products LP. Ske Name.
Vs 3 Stte Address (Addreas Gy Seate Zia)

NO changes should be made to boxed content I

The hospital or private practice-based clinic must maintain evidence of compliance that
the Acknowledgment Form was signed by both the patient or patient representative and

the healthcare provider prior to the initiation of each new course of ESA therapy.




This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.

ANN T FARRELL
12/31/2013

Reference ID: 3429800





