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RISK EVALUATION AND MITIGATION STRATEGY (REMS) 

I. GOALS 

A. To support informed decisions between patients and their healthcare providers 
(HCPs) who are considering treatment with Aranesp by educating them on the 
risks of Aranesp. 

B. For treatment of patients with cancer, the goal of the REMS, as implemented 
through the ESA APPRISE (Assisting Providers and cancer Patients with Risk 
Information for the Safe use of ESAs {erythropoiesis stimulating agents}) 
Oncology Program, is to mitigate the risk of shortened overall survival and/or 
increased risk of tumor progression or recurrence. 

II. REMS ELEMENTS 

A. Medication Guides will be provided in accordance with 21 CFR Part 208 

In addition to the specific requirements in the elements to assure safe use (sections 
C.l.b.iv and C.2.b.iv) that apply to HCPs who prescribe Aranesp, Medication Guides will 
be provided in accordance with 21 CFR Part 208. 

B. Communication Plan 

Amgen will maintain a communication plan to HCPs to support implementation of this 
REMS. 

Health care Professional Communication: Amgen will send a Dear Healthcare Provider 
Letter or Dear Director of Pharmacy/Administrator Letter (as applicable) to (1) non­
enrolled HCPs who prescribe 1

, or prescribe and dispense2
, Aranesp for patients with cancer, 

and (2) non-enrolled hospitals that dispense Aranesp for patients with cancer, instructing 
them how to receive training and subsequently enroll in the ESA APPRISE Oncology 
Program. 

ESA APPRISE Oncology Program Website: The website will instruct HCPs to direct 
any questions to their local field-based personnel or to the ESA APPRISE Oncology 
Program Call Center at 1-866-284-8089. The ESA APPRISE Oncology Program Call 
Center provides the following services: 

1 For the purposes of this REMS, the terms prescribe or prescription include medication orders in the clinic or hospital 
settings. · 
2 For purposes of this REMS, dispense in a private practice setting includes dispensing for administration in 
prescriber's office or under the supervision of a prescriber, such as in an infusion center. 
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e assistance with program training and enrollment 

e supports access to program materials 

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

Amgen Inc. 

e Dear Healthcare Provider (DHCP) Letter to HCPs who prescribe, or prescribe 
and dispense, ESAs for patients with cancer 

e Dear Director of Pharmacy/ Administrator Letter to hospitals that dispense 
ESAs for patients with cancer 

~ ESA APPRISE Oncology Program website 

• . ESA REMS Flashcard 

C. Elements to Assure Safe Use 

1. Healthcare providers who both prescribe and dispense Aranesp for patients with 
cancer in private practice settings are specially certified. 

a. Amgen will ensure that appropriately licensed HCPs who both prescribe and 
dispense Aranesp for patients with cancer in private practice settings are 
certified. 

b. To become specially certified, HCPs must enroll into the ESA APPRISE 
Oncology Program by doing the following: 

1. Review the full prescribing information which includes the 
Medication Guide. 

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

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

IV. As a prescriber, agree to provide and review the Medication Guide 
with the oncology patient or patient representative at the initiation of 
each new course ofESA therapy. After initiation of treatment, and 
for as long as treatment continues, provide an Aranesp Medication 
Guide to each oncology patient once a month during regular office 
visits-or, if regular office visits occur less frequently than once a 
month, at the next regularly scheduled office visit. 

v. Agree to send a completed signed copy of the ESA APPRISE 
Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form (or modified version consistent with the 
allowable changes) to the ESA APPRISE Oncology Program Call 
Center and retain a copy for his/her records. 
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c. Amgen will: 

Amgen Inc. 

1. Provide each enrolled HCP a unique ESA APPRISE Oncology 
Program enrollment number, which will be used to confirm 
enrollment in the Program. 

n. Ensure that HCPs retrain and re-enroll into the ESA APPRJSE 
Oncology Program every 3 years, and re-enrollment will be evaluated 
by a comprehensive auditing mechanism every 3 years. All HCPs 
certified in the ESA APPRISE Oncology Program will be required to 
retrain and re-enroll during a 1-year re-enrollment phase beginning at 
the 3-year anniversary of the implementation of the ESA APPRJSE 
Oncology Program. Upon completion of retraining and re-enrollment, 
the HCP will maintain the same ESA APPRISE Oncology Program 
enrollment number. Failure to re-enroll will result in suspension of 
access to Aranesp. 

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

tv. Ensure that printed copies of the Aranesp Medication Guide are 
available upon request through the ESA APPRISE Oncology Program 
Call Center. 

v. Ensure that, as a part of the enrollment process, HCPs receive the 
following materials that are a part of the ESA APPRISE Oncology 
Program and are appended to this REMS: 

• ESA APPRISE Oncology Program Enrollment Form for 
Healthcare Providers 

• ESA APPRISE Oncology Program Training Module for 
Healthcare Providers 

• ESA APPRISE Oncology Program Healthcare Provider 
Flashcard 

• Aranesp Medication Guides 

• The ESA APPRISE Oncology Program Patient and Healthcare 
Professional (HCP) Acknowledgment Form 

• HCP Program Starter Kit 

2. Healthcare providers who prescribe Aranesp for patients with cancer in 
hospitals are specially certified. 

a. Amgen will ensure that appropriately licensed HCPs who prescribe Aranesp 
for patients with cancer in hospitals are certified. 

Page 3 of9 
CONFIDENTIAL 



BL 103951 ARANESP® (DARBEPOETIN ALFA) 

Initial REMS Approval: 02/2010 

· Most Recent Modification: 06/2011 Amgen Inc. 

b. To become specially certified, HCPs must enroll into the ESA APPRISE 
Oncology Program by doing the following: 

1. Review the full prescribing information which includes the 
Medication Guide. 

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

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

IV. Agree to provide and review the Medication Guide with the oncology 
patient or :'atient representative at the initiation of each new course of 
ESA therapy. After initiation of treatment, and for as long as 
treatment continues, provide an Aranesp Medication Guide to each 
oncology patient once a month during regular office visits-or, if 
regular office visits occur less frequently than once a month, at the 
next regularly scheduled office visit. 

v. Agree to send a completed signed copy of the ESA APPRISE 
Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form (or modified version consistent with the 
allowable changes) to the Hospital Designee responsible for 
maintaining and storing the forms, which may be archived 
electronically through an electronic medical record system as long as 
they are retrievable. 

c. Amgen will: 

1. Provide each enrolled HCP a unique ESA APPRISE Oncology 
Program enrollment number, which will be used to confirm 
enrollment in the Program. 

u. Ensure that HCPs retrain and re-enroll into the ESA APPRISE 
Oncology Program every 3 years, and re-enrollment will be evaluated 
by a comprehensive auditing mechanism every 3 years. All HCPs 
certified in the ESA APPRISE Oncology Program will be required to 
retain and re-enroll during a 1-year re-enrollment phase beginning at 
the 3-year anniversary of the implementation of the ESA APPRISE 
Oncology Program. Upon completion of retraining and re-enrollment, 
the HCP will maintain the same ESA APPRISE Oncology Program 
enrollment number. Failure to re-enroll will result in suspension of 
access to Aranesp. 

m. Maintain a secure and accurate database of certified HCPs in the ESA 
APPRISE Oncology Program. 
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IV. Ensure that printed copies of the Aranesp Medication Guide are 
available upon request through the ESA APPRISE Oncology Program 
Call Center. 

v. Ensure that, as a part of the enrollment process, HCPs receive the 
following materials that are part of the ESA APPRISE Oncology 
Program and are appended to this REMS: 

• ESA APPRISE Oncology Program Enrollment Form for 
Healthcare Providers 

• ESA APPRISE Oncology Program Training Module for 
Healthcare Providers 

• ESA APPRISE Oncology Progran. Healthcare Provider 
Flashcard 

• Aranesp Medication Guides 

• The ESA APPRISE Oncology Program Patient and Healthcare 
Professional (HCP) Acknowledgment Form 

3. Hospitals that dispense Aranesp for patients with cancer are specially certified. 

a. Amgen will ensure that hospitals that dispense Aranesp are certified through 
the hospital site level enrollment in the ESA APPRISE Oncology Program. 

b. To become specially certified, a Hospital Designee (e.g., pharmacy director, 
Head of Hematology/Oncology, or other appointed designee) must enroll into 
the ESA APPRISE Oncology Program by doing the following: 

1. Complete the ESA APPRISE Oncology Program Training Module for 
Hospital Designees. 

u. Agree to assume the authority and responsibility to internally 
coordinate and oversee the ESA APPRISE Oncology Program 
requirements in their hospital. 

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

1. Aranesp is only dispensed to patients with cancer after 
verifying: 

• that the healthcare provider who prescribed Aranesp for 
patients with cancer has enrolled in the ESA APPRISE 
Oncology Program; and 

• the discussion between the patient and ESA APPRISE 
Oncology Program-enrolled prescriber on the risks of 
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Aranesp therapy is documented by patient and 
prescriber signatures on the ESA APPRISE Oncology 
Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form prior to initiation of each new 
course of Aranesp therapy. 

11. If an HCP that prescribes Aranesp is not enrolled in the ESA 
APPRISE Oncology Program, the prescriber will be notified 
that he/she is not able to prescribe Aranesp for patients with 
cancer. 

IV. Oversee compliance with program monitoring and auditing to assess 
the effectiveness of the ESA APPRISE Oncology Program. 

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

• a list of each healthcare provider in my hospital who prescribes 
Aranesp for cancer patients 

• documentation (i.e., unique enrollment ID number) that each 
HCP in my hospital who prescribes Aranesp for patients with 
cancer is enrolled in the ESA APPRISE Oncology Program 

• documentation of the risk:benefit discussion between certified 
prescriber and patient by archival storage of the ESA APPRISE 
Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form for each cancer patient for whom an 
Aranesp prescription was filled 

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

c. Amgen will: 

1. Provide each hospital with a unique ESA APPRISE Oncology 
Program enrollment number that will be used to confirm enrollment in 
the Program. 

n. Ensure hospitals retrain and re-enroll into the ESA APPRISE 
Oncology Program every 3 years, and re-enrollment will be evaluated 
by a comprehensive auditing mechanism every 3 years. All hospitals 
certified in the ESA APPRISE Oncology Program will be required to 
retrain and re-enroll during a 1-year re-enrollment phase beginning at 
the 3-year anniversary of the implementation of the ESA APPRISE 
Oncology Program. Upon completion of retraining and re-enrollment, 
the hospital will maintain the same ESA APPRISE Oncology Program 
enrollment number. Failure to re-enroll will result in suspension of 
access to Aranesp for that hospital. 
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111. Ensure that the ESA APPRISE Oncology Program Call Center 
maintains a secure and accurate database of certified hospitals in the 
ESA APPRISE Oncology Program. 

IV. Ensure that, as part of the enrollment process, the Hospital Designee 
receives the following materials that are part of the ESA APPRISE 
Oncology Program and are appended to this REMS: 

e ESA APPRISE Oncology Program Enrollment Form for 
Hospitals 

• ESA APPRISE Oncology Program Training Module for 
Hospital Designees 

• ESA APPRISE Oncology Prograr.1 Hospital Process Overview 
Flashcard 

• HCP Program Starter Kit 

4. Aranesp 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 
Aranesp to patients with cancer once the risk: benefit discussion has occurred and the 
patient has signed a statement with their certified HCP (the ESA APPRISE Oncology 
Program Patient and Healthcare Professional [HCP] Acknowledgment Form) prior to the 
initiation of a new course of ESA therapy. 

The ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form is part of the REMS and is appended. 

D. Implementation System 

The Implementation System includes the following: 

1. Amgen will monitor compliance with documentation of the risk: benefit discussion 
and completion of the ESA APPRISE Oncology Program Patient and Healthcare 
Professional (HCP) Acknowledgment Form and will work to improve 
implementation of these elements if non-compliance is identified. 

a. Amgen will allow certain changes to the ESA APPRISE Oncology Program 
Patient and Healthcare Professional (HCP) 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: 

1. Removal of title instruction and footnoted text 

11. Addition of patient identifier and/or clinic/hospital identifiers (e.g., 
name and/or logo, barcodes) 
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iii. Changes to make the form compatible with existing systems, including 
electronic- and paper-based systems 

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

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

b. The ESA APPRISE Oncology Program will conduct monitoring of all private 
practice-based clinics to determine compliance rates (i.e., the number of 
patient- and HCP-signed Acknowledgment Forms returned to the ESA 
APPRISE Oncology Program Call Center compared to the number of patients 
initiating a new wurse ofESA therapy based on the amount ofESAs 
purchased) with section II.C.l of this REMS and identify those HCPs in 
clinics with the poorest compliance rates. The ESA APPRISE Oncology 
Program will identify and audit at least 10% of the least compliant private­
practice clinics with certified HCPs who prescribe ESAs to patients with 
cancer in the U.S. The private practice-based clinics will be audited by the 
ESA APPRISE Oncology Program to demonstrate evidence of compliance 
with the program including: 

1. That the number ofESA prescribers who prescribe ESAs 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 number). 

n. That the number of patient- and HCP-signed Acknowledgment Forms 
returned to the ESA APPRISE Oncology Program Call Center is not 
less than the number of patients initiating a new course of ESA 
therapy. For the audits to be effective, private practiced based clinics 
will implement a means to determine the total number of individual 
patients that received Aranesp based on orders and prescriptions 
written. 

m. Each audit will be conducted according to a time schedule that allows 
these data to be provided with each REMS assessment. 

c. For hospitals, the ESA APPRISE Oncology Program will identify a random 
sample of certified hospitals enrolled in accordance with section II.C.3 of this 
REMS (at least 25). These hospitals will be audited by the ESA APPRISE 
Oncology Program to demonstrate evidence of compliance with the Program 
including: 

1. 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 number). 
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n. That the number of patient- and HCP-signed Acknowledgment Forms 
retained at the hospital is not less than the number of patients 
initiating a new course ofESA therapy. For the audits to be effective, 
hospitals will implement a means to determine the total number of 
individual patients that received Aranesp based on orders and 
prescriptions written. 

111. For sites that are non-compliant, the ESA APPRISE Oncology 
Program will evaluate the reasons for non-compliance. 

1v. The audits will be conducted according to a time schedule that allows 
these data to be provided with each REMS assessment. 

2. Amgen will ensure that distributors will not ship an ESA to a hospital or HCP at a 
private practice-based clinic without confirmation frorr. the ESA APPRISE Oncology 
Program Call Center that the hospital is certified under Section II.C.3 or the HCP is 
certified under Section II.C.1 or that certification is not applicable (i.e., that the 
hospital does not dispense an ESA for patients with cancer or that the HCP does not 
prescribe and dispense an ESA for patients with cancer in a private practice setting). 

3. Amgen will monitor HCP enrollment under II.C.1. on an ongoing basis to evaluate 
compliance with the ESA APPRISE Oncology Program enrollment requirements and 
will work to improve implementation of this element. 

4. Amgen will monitor hospital enrollment under II.C.3 on an ongoing basis to evaluate 
compliance with the ESA APPRISE Oncology Program enrollment requirements and 
will work to improve implementation of this element. 

Based on monitoring and evaluation of these elements to assure safe use, Amgen will 
take reasonable steps to improve implementation of these elements. 

E. 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 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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Read this Medication Guide: 
• before you start Aranesp, 

MEDICATION GUIDE 

Aranesp® (Air-uh-nesp) 
(darbepoetin alfa) 

• if you are told by your healthcare provider that there is new information about Aranesp, 
• if you are told by your healthcare provider that you may inject Aranesp at home, read this Medication 

Guide each time you receive a new supply of medicine. 

This Medication Guide does not take the place of talking to your health care provider about your medical condition 
or your treatment. Talk with your healthcare provider regularly about the use of Aranesp and ask if there is new 
information about Aranesp. 

What is the most important information I should know about Aranesp? 

Using Aranesp can lead to death or other serious side effects. 

For patients with cancer: 

Your healthcare provider has received special training through the ESA APPRISE Oncology Program in order to 
prescribe Aranesp. Before you can begin to receive Aranesp, you must sign the patient-healthcare provider 
acknowledgment form. When you sign this form, you are stating that your health care provider talked with you 
about the risks of taking Aranesp. 

These risks include that your tumor may grow faster and you may die sooner if you choose to take Aranesp. 

You should talk with your healthcare provider about: 

• Why Aranesp treatment is being prescribed for you. 
• What are the chances you will get red blood cell transfusions if you do not take Aranesp. 
• What are the chances you will get red blood cell transfusions even if you take Aranesp. 
• How taking Aranesp may affect the success of your cancer treatment. 

After you have fmished your chemotherapy course, Aranesp treatment should be stopped. 

For all patients who take Aranesp. including patients with cancer or chronic kidney disease: 

• If you decide to take Aranesp, your healthcare provider should prescribe the smallest dose of Aranesp that 
is needed to reduce your chance of getting red blood cell transfusions. 

• You may get serious heart problems such as heart attack, stroke, heart failure, and may die sooner if you 
are treated with Aranesp to reach a normal or near-normal hemoglobin level. 

• You may get blood clots at any time while taking Aranesp. If you are receiving Aranesp for any reason and 
you are going to have surgery, talk to your healthcare provider about whether or not you need to take a 
blood thinner to lessen the chance of blood clots during or following surgery. Clots can form in blood 
vessels (veins), especially in your leg (deep venous thrombosis or DVT). Pieces of a blood clot may travel 
to the lungs and block the blood circulation in the lungs (pulmonary embolus). 

Call your healthcare provider or get medical help right away if you have any of these symptoms of blood clots: 

• Chest pain 
• Trouble breathing or shortness of breath 
• Pain in your legs, with or without swelling 



• A cool or pale arm or leg 
• Sudden confusion, trouble speaking, or trouble understanding others' speech 
• Sudden numbness or weakness in your face, arm, or leg, especially on one side of your body 
• Sudden trouble seeing 
• Sudden trouble walking, dizziness, loss of balance or coordination 
• Loss of consciousness (fainting) 
• Hemodialysis vascular access stops working 

See "What are the possible side effects of Aranesp?"below. 

What is Aranesp? 

Aranesp is a man-made form of the protein human erythropoietin that is given to reduce or avoid the need for red 
blood cell transfusions. Aranesp stimulates your bone marrow to make more red blood cells. Having more red 
blood cells raises your hemoglobin level. If your hemoglobin level stays too high or if your hemoglobin goes up too 
quickly, this may lead to serious health problems which ruy result in death. These serious health problems may 
happen even if you take Aranesp and do not have an increase in your hemoglobin level. 

Aranesp may be used to treat a lower than normal number of red blood cells (anemia) if it is caused by: 
• Chronic kidney disease (you may or may not be on dialysis). 
• Chemotherapy that will be used for at least two months after starting Aranesp. 

Aranesp should not be used for the treatment of anemia: 

• If you have cancer and you will not be receiving chemotherapy that may cause anemia for at least 2 more 
months. 

• If you have a cancer that has a high chance of being cured. 
• In place of emergency treatment for anemia (red blood cell transfusions). 

Aranesp has not been proven to improve the quality of life, fatigue, or well-being. 

Who should not take Aranesp? 

Do not take Aranesp if you: 
• Have cancer and have not been counseled by your healthcare provider regarding the risks of Aranesp or if 

you have not signed the patient-healthcare provider acknowledgment form before you start Aranesp 
treatment. 

• Have high blood pressure that is not controlled (uncontrolled hypertension). 
• Have been told by your healthcare provider that you have or have ever had a type of anemia called Pure 

Red Cell Aplasia (PRCA) that starts after treatment with Aranesp or other erythropoietin protein medicines. 
• Have had a serious allergic reaction to Aranesp. 

What should I tell my healthcare provider before taking Aranesp? 

Aranesp may not be right for you. Tell your healthcare provider about all your health conditions, including if 
you: 

• Have heart disease. 
• Have high blood pressure. 
• Have had a seizure (convulsion) or stroke. 
• Are allergic to latex. 
• Have any other medical conditions. 
• Are pregnant or planning to b,ecome pregnant. It is not known if Aranesp may harm your unborn baby. 

Talk to your healthcare provider about possible pregnancy and birth control choices that are right for you. 
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If you are pregnant, discuss with your healthcare provider about enrolling in Amgen's Pregnancy 
Surveillance Program or call 1-800-772-64 36 (1-800-77 -AMGEN). 

• Are breast-feeding or planning to breast-feed. It is not known if Arailesp passes into breast milk. 

Tell your healthcare provider about all the medicines you take, including prescription and nonprescription 
medicines, vitamins, and herbal supplements. 

Know the medicines you take. Keep a list of your medicines with you and show it to your healthcare provider when 
you get a new medicine. 

How should I take Aranesp? 

See "What is the most important information I should know about Aranesp?" 

For patients with cancer: 

Before you begin to receive Aranesp, your healthcare provider will: 
• Ask you to review this Aranesp Medication Guide. 
• Explain the risks of Aranesp and answer all your questions about Aranesp. · 
• Have you sign the patient-healthcare provider acknowledgment form. 

For all patients who take Aranesp: 
• Continue to follow your healthcare provider's instructions for diet, and medicines, including medicines for 

high blood pressure, while taking Aranesp. 
• Have your blood pressure checked as instructed by your health care provider. 
• If you or your caregiver has been trained to give Aranesp shots (injections) at home: 

o Be sure that you read, understand, and follow the "Instructions for Use" that come with Aranesp. 
o Take Aranesp exactly as your healthcare provider tells you to. Do not change the dose of Aranesp 

unless told to do so by your healthcare provider. 
o Your healthcare provider will show you how much Aranesp to use, how to inject it, how often it should 

be injected, and how to safely throw away the used vials, syringes, and needles. 
o If you miss a dose of Aranesp, call your healthcare provider right away and ask what to do. 
o If you take more than the prescribed amount of Aranesp, call your healthcare provider right away. 

What are the possible side effects of Aranesp? 

Aranesp may cause serious side effects. 

• See "What is the most important information I should know about Aranesp?" 

• High blood pressure. High blood pressure is a common side effect of Aranesp in patients with chronic 
kidney disease. Your blood pressure may go up or be difficult to control with blood pressure medicine 
while taking Aranesp. This can happen even if you have never had high blood pressure before. Your 
health care provider should check your blood pressure often. If your blood pressure does go up, your 
healthcare provider may prescribe new or more blood pressure medicine. 

• Seizures. If you have any seizures while taking Aranesp, get medical help right away and tell your 
healthcare provider. 

• Antibodies to Aranesp. Your body may make antibodies to Aranesp. These antibodies can block or 
lessen your body's ability to make red blood cells and cause you to have severe anemia. Call your 
healthcare provider if you have unusual tiredness, lack of energy, dizziness, or fainting. You may need to 
stop taking Aranesp. 

• Serious allergic reactions. Serious allergic reactions can cause a rash over your whole body, shortness of 
breath, wheezing, dizziness and fainting because of a drop in blood pressure, swelling around your mouth 
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or eyes, fast pulse, or sweating. If you have a serious allergic reaction, stop using Aranesp and call your 
healthcare provider or get medical help right away. 

The needle cover on the prefilled syringe contains latex. If you know you are allergic to latex, talk to your 
health care provider before using Aranesp. 

Common side effects of Aranesp include: 
• shortness ofbreath 
• cough 
• low blood pressure during dialysis 
• abdominal pain 
• edema (swelling) of the arms or legs 

These are not all of the possible side effects of Aranesp. Your healthcare provider can give you a more complete 
list. Tell your healthcare provider about any side effects that bother you or that do not go away. 

Call your doctor for medical advice about side effects. You may report side effects to FDA at 1-800-FDA-1088. 

How should I store Aranesp? 

• Do not shake Aranesp. 
• Protect Aranesp from light. 
• Store Aranesp in the refrigerator between 36°F to 46°F (2°C to 8°C). 
• Do not freeze Aranesp. Do not use Aranesp that has been frozen. 
• Throw away the Aranesp vial or prefilled syringe after one use. Do not re-use even if there is medicine 

left. 

Keep Aranesp and all medicines out of the reach of children. 

General information about Aranesp 

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Use Aranesp only 
for the condition for which it has been prescribed. Do not give Aranesp to other patients even if they have the same 
symptoms that you have. It may harm them. 

This Medication Guide summarizes the most important information about Aranesp. If you would like more 
information about Aranesp, talk with your health care provider. You can ask your health care provider or pharmacist 
for information about Aranesp that is written for healthcare professionals. For more information, go to the following 
website: www.aranesp.com or call1-800-77-AMGEN. 

What are the ingredients in Aranesp? 

Active Ingredient: darbepoetin alfa 

Inactive Ingredients: polysorbate 80, sodium phosphate monobasic monohydrate, sodium phosphate dibasic 
anhydrous, and sodium chloride in Water for Injection, USP. 

This Medication Guide has been approved by the U.S. Food and Drug Administration. 

Manufactured by: 

4 



Name 
Address 
City, State Zip 

[Date] 

Re: IMPORTANT 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 prescribe, 
or prescribe and dispense, ESAs to patients with cancer. In order to continue to obtain ESAs through distributors 
for use in clinics or to prescribe ESAs for hospitalized patients, you must train and enroll in the ESA APPRISE 
Oncology Program at www.esa-apprise.com no later than [insert 90 day enrollment date] or your ability to obtain 
ESAs for patients with cancer will be suspended. 

As you may be aware, on 16 February 2010, the ESA APPRISE Oncology Program was approved by the FDA as part 
of a Risk Evaluation and Mitigation Strategy (REMS) for ESAs. The FDA has determined that a 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. 

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. An ESA REMS Flashcard is enclosed to provide a summary of the ESA REMS. 

If our records are not accurate or if you have any questions regarding this letter, please contact your local Amgen 
or Centocor Ortho Biotech Products, L.P. 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: 

o As a substitute for RBC transfusions in patients who require immediate correction of anemia. 

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

o · 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® full prescribing information, including Boxed WARNINGS. 
and Medication Guides. 

Sincerely. 

Amgen 
Centocor Ortho Biotech Products, L.P. 

Enclosure: 
ESA REMS Flashcard 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. 
Procrit<' is a registered trademark of Centocor Ortho Biotech Products. LP. 
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Name 
Address 
City, State Zip 

[Date] 

Re: IMPORTANT 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 through distributors, your hospital must designate a representative (e.g., Pharmacy Director or Head 
of Hematology/Oncology) who, as the Hospital Designee, must train and enroll in the ESA APPRISE Oncology 
Program at www.esa-apprise.com by [insert 90 day enrollment date] or your hospital's ability to obtain ESAs to 
dispense to patients with cancer will be suspended. 

As you may be aware, on 16 February 2010, the ESA APPRISE Oncology Program was approved by the FDA as part of 
a Risk Evaluation and Mitigation Strategy (REMS) for ESAs. The FDA has determined that a 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. 

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. An ESA REMS Flashcard is enclosed to provide a summary of the ESA REMS. 

Oncology. 

If our records are not accurate or if you have any questions regarding this letter, please contact your local Amgen or 
Centocor Ortho Biotech Products, L.P. 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® full prescribing information, including Boxed WARNINGS, 
and Medication Guides. 

Sincerely, 

Amgen 
Centocor Ortho Biotech Products, L.P. 

Enclosure: 
ESA REMS Flashcard 

Aranesp~ and Epogen® are registered trademarks of Amgen Inc. 
Procri~ is a registered trademark of Centocor Ortho Biotech Products, LP. 8oefe~J~ 

• A5~iWfi9 Pf~iilers and cancer Patients with 
'Risk·tnfoimaiion fodiie So se of ESAs ·,·. -.,. 
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What is the ESAAPPRISE Oncology Program? 
Erythropoiesis Stimulating Agents (ESAs) include Araneslfil (darbepoetin ana). Epogen® (epoeM alia). and 
Proc~ (epoetin alia). The FDA determined that a Risk Evaluation and Mttlgatlon Strategy (REMS) is 
necessary to ensure that the decision to Initiate treatment with an ESA IS Informed by a discussion between 
the patient and heanhcare provider (HCP) about the benefits and riSks associated with ESA therapy. • 
Amgen and Centocor Ortno Biotech Products. Lf' nave implemented the ESAAPPRISE (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 wnn an ESA for their cancer. 

Whatar~ risks addressed thrc•ugh the ESAAPPRISE Oncology Pro£lram? 
• Increased risk or death and/or Increased risk of tumor progression or recurrence In patients 

with cancer. · 

• ESAs shOrtened overall surviVal and/or Increased the riSk of tumor progression or recurrence In clinical 
studies In patients wnn breast, no11-sman cell lung. head and neck. lymphOid. and cerviCal cancers. 

• Increased riSk or death trom cardiovascular and thromboembolic reactions In cliniCal studies in 
patients with cancer treated with ESAs. 

Key Program Requirements 

1. Complete 'll'alnlng 1a. Select a Hospital Designee 

1b.Complete 'll'alnlng 

2. Enroll in tne ESA APPRISE Oncology Program · 2. En rollin the ESA APPRISE Oncology Program 

3. Inform 
• Provide the Medication Guide to patient 
• Conduct the riSk:benefit discuSsion with the 

patient and document this nas occurred by 
completing and signing the Patient 
AcknOWledgment Form 

3. Implement 
• Hospital Designee establishes and oversees 

measures designed to ensure ESA 
prescribers adhere to the EsAAPPRISE 
oncology Program requirements in the 
nospHal selling 

For further details on the program requirements. see the ESAAPPRISE Oncology Program overview page 
Note that patient registration or approval through the ESAAPPRISE Oncology Program IS not required. 
The ESAAPPRISE Oncology Proaram training and enrollment takes you step-by-step through the required 
training and enrollment process. 

Failure to comply with the ESAAPPRISE Oncology Program requirements will result 
In suspension ot your access to ESAs 

Appropriate .Use of ESAs for Patients \'lith Cancer 
• ESAs are Indicated tor tne treatment of anemia In paHents wnn non-myelOid malignancies wnere anemia IS 

due to the etrect of concomitant myelosuppressive cnemotnerapy. and upon Initiation. there iS a minimum 
of two additional months of planned chemotherapy. 

• ESAs are not Indicated for use: 

• In patients will1 cancer receiving hOrmonal agents. biologic products, or radiotherapy, unless also 
receMng concomnant myelosuppresSive cnemotherapy; 

• in patients will1 cancer receiving myelosuppressive chemotherapy When the anticipated outcome Is 
cure; 

• as a sullstnute for RBC transfusions In patients wno require Immediate correcuon of anemia. 

• ESAs nave not been shown to improve quaiHy of Ute. fatigue. or patient well-being. 

Important Dosing and Treatment Information 
• Initiate ESA.therapy In patients on cancer chemotherapy only If the hemoglollln Is tess than 10 gidL 

• Use the lowest dose needed to avoid red blood cell (RBC) transfusions. 

• Discontinue ESA treatment folloWing completion of a chemotherapy course. 

Questions about the ESA APPRISE Oncology Program? 
If you need more Information about the ESA APPRISE Oncology Program: 
• Contact your local Amgen or Centocor Ortno Biotech Products. LP. Field Representative. or 

• Call the ESAAPPRISE Oncology Program Call Center at 1-866-284-8089 

•M<frtlonallnrormauon on REMS maybe round atwww.FOA.gov 

Aranesp® and Epogen®l Procri1® are different drugs with distinct schedules. 

Tills document has been required by the US Food and Drug Administration as part or a Risk Evaluation and Mltigauon 
Strategy (REMS) for Aranesp®, Epogen®. and Procri1®. 
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Selected Important Safety Information 
Cancer: 
i . ESAs shortened overall suJViVal and/or Increased the risk oftumor 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. 

0 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 
myelosuppresslve 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 myelosuppresslve chemotherapy when the anticipated outcome is cure. 

ESAs have not been shown to improve quality of life, fatigue, or patient well-being. 
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ESA APPRISE Oncology Program Overview 
Three important points you should know about the ESAAPPRISE Oncology Program_ 

·1. REMS goals 
• To support informed decisions between patients and their healthcare providers (HCPs) who are considering treatment with 

Aranesp® or Epogen®/Procrit® by educating them on the risks of Aranesp® or Epogen®/Procrrt®. 

• For treatment of patients with cancer. the goal of the REMS, as implemented through the ESAAPPRISE Oncology Program, 
Is to mitigate the risk of shortened overall survival and/or increased risk of tumor progression or recurrence_ 

2. Program key requirements 
o TRAIN 

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

• ENROLL 
Enroll in the ESAAPPRISE Oncology Program by completing the ESAAPPRISE Oncology Program Enrollment Form for 
Healthcare Providers. 

c INFORM 
Prior to each new course of ESA therapy: 

• Provide and review the appropriate Medication Guide and counsel each patient on the risks and benefits of ESAs. Review 
ESA rislcbenefit Information with your patient. and answer any questions he/she may have. 

• Document that the ESA risk:benefrt discussion occurred using the ESA APPRISE Oncology Program Patient and 
Healthcare Professional {HCP) AcknoWledgment Form. Fill in your ESAAPPRISE enrollment 10 number and ensure both 
you and your patient si9n the form_ 

• If you are in a private practice setting, send the form (or modified version consistent with the allowable changes) by 
facsimile to the ESAAPPRISE Oncology Program call Center at 1--866-553-8124 or mail using the prepaid envelope to 
P.O: Box #29000, PhoeniX, AZ 85038 and retain an archiVal copy of the form_ 

• If you are in a hospital setting, provide the completed form {or modified version consistent with the allowable changes) to 
the Hospital Designee responsible for maintaining and storing the forms or the forms may be archiVed electronically 
through an electronic medical record system as long as they are retrievable. 

3. Repercussions of failing to train and enroll and re-enroll at 3 years 

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

If you have questions regarding the ESAAPPRISE oncology Program. you may contact your local Amgen or centocor Ortho 
Biotech Products. L.P. Field RepresentatiVe or call the ESAAPPRISE Oncology Program Call Center at 1-866-284--8089. 

Continue to the ESA APPRISE Oncology Program Trainina & Enrollment section now 
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Please confirm your enrollment In this program Is related to me treatment of 
patients with cancer. 

E ': · Yes '-.· No epoetin alia). and 
F 
n 
II 

• (REMS) is 
;cussion between 
A therapy.• 

A. . .,. •.• -··---··--·-· -·-·- --·····. ·---·-· ·-·- ····..-·-··-···-- -·- __ •••. ···--,Assisting Providers 
ana cancer Pat1ents with Risk Information ror the Safe use of ESAs) oncology Program as part or a REMS 
designed for HCPs treating patients with an ESA for their cancer. 

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

• ESAs shOrtened overall survival and/or Increased the riSK oftumor progression or recurrence 10 clinical 
studies in patients with breast. non-small cell lung. head and necK. lymphOid. and cer;lcal cancers. 

Increased risk Of death frOm cardiovascular and thromboembolic reactions In clinical studies in 
patients with cancer treated with ESAs. 

l<ey Pro.gram Requir$r;1~nts 

~~~Jj~~~~~ 
1. Complete Training 1a. Select a Hospital Designee 

1b.Complete Training 

2. Enrolll.n the ESAAPPRISE Oncology Program 2. Enroll in the ESAAPPRISE Oncology Program 

3. lnfonn 
Provide the Medication Guide to patient 
Conauct the nstcbenerrt discussion With the 
patient and document this has occurred by 
completing and signing the Patient 
AcKnowledgment Form 

3. Implement 
Hospttal Designee establishes and oversees 
measures designed to ensure ESA 
prescribers adhere to me ESA APPRISE 
oncology Program requirements 1n the 
hOspnal setting 

For fUrther details on the program requirements. see the ESAAPPRJSE Oncology Program Over;iew page 

Note that patient registration or approval through the ESAAPPRJSE Oncology Program Is not required. 

The ESA APPRISE Oncolooy Proacam !raining and enrollment takes you step-by-step through the required 
training and enrollment process. 

Failure to comply whh the ESA APPRISE Oncology Program requirements Will result 
in suspension Of your access to ESAs 

;.ppropriate Use of ES.A.s for Patients \'"lith Cancer 
• ESAs are Indicated tor the treatment of anemia rn patients with non-myeloid malignancies where anemia IS 

due to the effect of concomttant myelosupp.ressive chemotherapy. and upon inibation. there is a minimum 
of two additional months or planned chemotherapy · 

• ESAs are not imlicated tor use: 

• in patients with cancer receiving hOrmonal agents: biologic products, or radiotherapy, unless also 
f"E!!:eiving concomnant myelosuppressive chemotherapy; 

• In patients with cancer receivmg myelosuppresstve chemotherapy when the· anticipated outcome is 
cure: 

• as a substitute lor RBC transfusions in patients who require .Immediate correction of anemia. 

• ESAs have not been shOwn to improve qualtty of life. fatigue. or patient wetl-being. 

Important Dosing and Tr.:atrnent lnfomJation 
• Inmate ESA therapy In patients on cancer chemotherapy only if the hemoglobin is less than 1 o gldL 

• Use the rawest dose needed to avoid red bloOd cell (RBC) transfUSions. 

• Discontinue ESA treatment following completion of a chemotherapy course. 

Questions about the ES.A~~\PPRISE Oncology Prygram? 
If you need more Information about the ESAAPPRISE oncology Program· 

• Contact your local Amgen or centocor Ortho Biotech Products. LP. Field Representative. or 

• Call the ESAAPPRISE Oncology Program Call Center at 1-866-284-8089 

•M<frtional inlormaMn on REMS may be round at\Wffl.FOA.gov 

Aranes~® and EpogenUProcrW are <flfferent drugs with dis find schedules. 

This document has been requked by tile US Food and Drug Administration as part of a Risk Evaluation and MltlgaMn 
Strateg;(REMS)for Aranesp!l, Epogen®. and Procrt!!l. 
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Please confirm your enrollment In this program Is related to the treatment of 
patients with cancer. 
C· Yes i"· No 

The ESAAPPRISE Oncology Program IS solely Intended tor the purposes of 
treabng pabents with cancer. 

epoeUn alia). and 
•(REMS)is 
:cussion between 
A therapy• 

~ Non-orescribjng HCPb Training only !click herel 

I Close I 

~ssisting Providers 
part of a REMS 

"!: 

Increased risk or death and/or Increased risk of tumor progression or recurrence In patients 
with cancer. 

• ESAs shortened overall survival and/or Increased the risk of tumor progression or recurrence in clinical 
studieS In patients with l)reast, non-small cell lung, head and necK lymphOid. and cervical cancers. 

Increased risk of death trom cardiovascular and thromboembolic reactions In clinical studies in 
patients with cancer treatM with ESAs. 

~·(ey Pro-gram Requirements 
~;~,c····c"~ ·~-~~i!t1~~~~ 
1. Complete 'ltalning 1a. Select_a Hospital Designee 

1b.Complete 'll'alnlng 

2. Enroll in the ESAAPPRISE Oncology Program 2. Enroll in the ESAAPPRISE Oncology Program 

3. Inform 
ProVide the Medicauon Guide to patient 
Conduct the rlslcberiefit diScussion with the 
patient and document this has occurred by 
completing and signing the Patient 
Atkno~gnientForm 

3. Implement 
• H6sp~ai-Designee establishes and oversees 

measures designed to ensure ESA 
prescnbers adhere to the ESAAPPRJSE 
Oncology Program requirements in the 
nospltal serung 

For further details on the program requirements. see the ESAAPPRISE Oncology Program overview page 
Note' that patient registration or approval through the ESAAPPRISE Oncology Program IS not requlrell. 

The ES.A APPRISE Oncology Proaram traimng and enrollment takes you step-by-step ltlrough the required 
training and enrollment process. 

Failure to comply with !he ESAAPPRISE oncology Program requirements Will result 
lri suspension of your access to ESAs 

Appropriate Use of ESAs for Patients v:ith Cancer 
• ESAs are lncllcated fOr the treatment of anemia In patients with non-myeloid maUgnancles where anemia Is 

due .to the effect or concomitant myelosuppressiVe chemotherapy. and upon initaMn. there is a minimum 
of two additional months of planned chemotherapy 

• ESAs are not inllicated for use: 

• in patients with cancer receiving hormonal agents, biologi_c products, or radiotherapy, unless also 
recelvlng concomitant myelosuppressiVe chemotherapy; 

• In patients with cancer receiving myelosuppressiVe chemotherapy When the anficlpated outcome Is 
cure; · 

• as a Substitute for RBC transfusions In patients who require lmmelliate correctiOn or anemia. 

• ESAs have not been shown to improve qual~ ollife, taUgue. or patient \Veil-being. 

tn1port:ant Dosing and Treatment Information 
• Initiate ESA therapy in patients on cancer chemotherapy only if the hemoglobin Is less than 10 gldL 

, Use the lowest dose needed to avoid fell blood cell (RBC) tranSfusions. 

• Discontinue ESA treatment follOwing completion or a chemotherapy course. 

Questions abollt the ESAAPPRISE OncoiO£!Y Program? 
11 you nee<~ more Information abOut the ESAAPPRISE oncology Program· 

• Contact your local Amgen or Centocor Ortho Biotech Products. LP. Field RepresentaUve. or 

• Call the ESAAPPRISE Oncology Program Call Center at 1-866-284-8089 

'Mditionallnformation on REMS may oe found atwv.w.FDA.gov 

Aranesp® and Epogen®IProcrm> are different drugs with distinct schedules. 

This document has been required by the US Food and Drug Administration as part or a Risk Evaluation and f.llllgaHon 
Strategt (REMS)for Aranesp®, Epogen®. and Procrm>. 
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To ensure that you are directed to the appropriate ESAAPPRISE OncOlogy 
·• Program Training and Enrollment ModiJie. please select the option that best 
E describeS you 
F 
n C · I am an HCP whO prescnbes ESAs 
11 C · 1 am the authoriZed designee enrollmg on behalf of a Hospttal 

,. I Start I 
a 
d 
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• Increased risk of death and/or Increased risk of tumor progression or recurrence In patients 
with cancer. 

• 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. 

Increased risk of death from cardiovascular and thromboembolic reactions in clinical studies in 
paUents with cancer treated With ESAs. 

Hey Program Requirements 

(!lf~~~'t~!li~~~~~ 
1. Complete 'l'raining 1a,Select a Hospital Designee 

1b.Complete 'l'r.lining 

2. Enroll In the ESA APPRISE Oncology Program 2. Enroll In the ESA APPRISE O~tcology Program 

3. Inform 
ProVide the Medication Guide to patient 

• Conduct the nsll:benefit discussion With the 
patient and document this has occurred by 
completing and signing the Patient 
AcKnowledgment Form 

3. Implement 
· Hosprtal Designee_establiShes and oversees 

measures designed to ensure ESA 
prescribers adhere to the ESAAPPRiSE 
Oncology Program requirements in the 
hospttatsetting 

For further details on tne program req!Jirements. see the ESAAPPRISE Oncology Program overview page 
Note that patient registration or approval through the ESAAPPRISE Oncology Program Is not required. 
The ESA APPRISE Oncology Program lrain;ng and enrollment takes you step-by-step through the required 
training and enrollment process. 

Failure to comply With the ESA APPRISE Oncology Progl'llm requirements Will result 
In suspension cf your access to ESAs 

Appropriate Use of ESP.~ ior Patients i:;itl! C<lncer 
• ESAs are imllcated for the treatment of anemia in patients wtth non-myeloid malignancies where anemfa Is 

due to the effect or concomttant myelosuppressiVe chemotherapy. and upon initiation. there is a minimum 
of two additional months or planned chemotherapy 

ESAs are not indicated for use: 

• in patients with cancer receiving hormonal agents. biologic products, or radiotherapy, unless also 
receiving concomttant myelosuppresslVe chemotherapy; · 

• In patients with cancer receiving myelosuppressive Chemoth¢rapy \Vhen the anticipated outcome iS 
cure, 

• as a substttute ror RBC transfusions in patients \Vho require immediate correction of anemia, 

ESAs have not been shown to improve quality of 1rre, fatigue. or patient well-being. 

lmportam Dosing and Treatment lnformfllion 
• Initiate ESA therapy In patients on 1:ancer chemotherapy only if the hemoglobin Is less than 1 o gldL 

• Use the lowest dose needed to avoid red blood cell (RBC) transfuSions. 

• DisContinue ESA treatment following completion. of a chemotherapy course. 

Questions -a tout the ESA.4PPRiSE Onc(;.fogy Program? 
If you need more Information about the ESAAPPRISE Oncology Program· 

• Contact your local Amgen or Centocor Ortho Biotech Products, L.P. Field Representative, or 

• can the ESAAPPRISE Oncology Program Call center at 1-866-284-8089 

'M!litionalinformation on RE/.IS may be round atwww.FDA.gov 

Aranesp® and Epogen®IProcrtt® are ddferent drugs Wlth distinct schedules. 

This document has boon reQuired Dr the US Food and Drug Mministratton as part or a Risk Evaluation and Mitigation 
Strategf (REMS) for ~Ianesp!>, Epogen®, and Procril®. ' 



Forms & Resources Contact Us 

ESA APPRISE Training Module for Healthcare Providers 
This ESAAPPRISE (Assisting Providers and cancer Patients With Risk lnfonnatlon for the Safe use of ESAs) Oncology Program 
Training Module is the core requirement for enrollment Within the ESAAPPRISE Oncology Program, developed by Amgen and 
Centocor Orlho Biotech Products, L.P. The ESAAPPRISE Oncology Program is part of a Risk Evaluation and Mitigation Strategy 
{REMS). Food and Drug Administration (FDA) has detennined that REMS is necessary for ESAs to ensure that the benefits of a 
drug outweigh the risl<s 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. 

This training module iS intended for HCPs who prescribe or prescribe and dispense ESAs for patients With cancer. 

The goals of the REMS for Aranesp® and Epogen®/Procrit® are: 
• To support infonned decisions between patients and their healthcare providers (HCPs) who are considering treatment With 

Aranesp® or Epogen®!Procrit® by educating them on the risks of Aranesp® or Epogen®/Procrit®. 

• For treatment of patients with cancer, the goal of the REMS, as implemented through the ESA APPRISE oncology Program, 
is to mitigate the risk of shortened overall surviv<il andlor increased risk of tumor progression or recurrence. 

FAILURE TO ENROLL IN THE ESA APPRISE ONCOLOGY PROGRAM WILL RESULT 
IN SUSPENSION OF YOUR ACCESS TO ESAs. 

This training module, as a component ofthis REMS program, presents the requirements for HCPs who prescribe, or prescribe 
and diSpense, Aranesp®, Epogen®, or Procrit® to cancer patients. 

The ESAAPPRISE OncolOgy Program Training Module features four sections: 

Section 1: Key safety information for the use of ESAs in 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 tile Aranesp®, Epogen® and Procrit® full prescribing information, including Boxed WARNINGS, and Medication Guides. 

Arana..sp~ and Epogen® are registered trademarks or Amgen Inc. Procrit® is a registered trademark of Centocor Ortho Biotech Products, LP. 

Click the next button to continue 

Training & Enrollment Progress 



Section 1: Key Safety Information for Use of ESAs in Patients 
with Cancer 
1. ESAs resulted In decreased locoreglonal 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). 

ChemotileraM 

Cancer Study 1 12-14 g/dL 12.9gldL 
Metastatic breast 12.2, 13.3 gldL 
cancer 
(0=939). 

cancer Study 2 13-15 !J/dL (M) 11.0 gldL 
Lymplloid 13-14gJdL(F) 9.8, 12.1 gldL 
malignancy 
(n=344) 

Cancer Study 3 125-13 !J/dL 13.1 gJdL 
Earty breast 12.5, 13.7 g/dL 
cancer 
(n=733) 

cancer Study 4 12-14 gldL 
CerviCal Cancer 
(n=114) 

Rad:otherapy lllone 

cancer Study 5 ?,15 gldL (M) 
Head and neck :!:.14 g/dL (F) 
cancer 
(n=351) 

cancer Study 6 14-15.5 g/dL 
Head and neck 
cancer 
(n=522) 
No Chemotherapy or Radio!herapy 

127 gtdL 
121, 13.3 g/dL 

Not available 

Not available 

cancer Study 1 12-14 gldL Not available 
NOll-Small cell 
lung cancer 
(n=70) 

Cancer Study 8 12-13 gldL 
Non-myeloid 
malignancy 
(n=989) 

10.6g/dL 
9.4, 11.8 gldL 

12-rnon1h overall survival Decreased 12-rn0n1h survival 

Proportion of patients achieving a Decreased overall survival 
hemOglobin response 

Relapse-free and overall survival Decreased 3 yr. relapse-free and overall 
survival 

Progression-free and overall survival Decreased 3 yr. progression-tree and 
·and Jocoregional control overall survival and IOcoregional control 

Locoregional progression-free 
.survival 

Locoregional diSease control 

Qualilyoflife 

RBC transfusions 

·Decreased 5-year IOcoregional 
progression-free survival 
·Decreased overall survival 

. Decreased locoregional diSease control 

Decreased overall survival 

Decreased overall survival 

2. ESAs increase the risk of serious cardiovascular and thromboembolic reactions. 

An Increased Incidence of thromboemboliC reactiOns. some serious ami life-threatening, occurred In patients with cancer treated 
with ESAs. In a randomiZed. placebo-controlled study (Cancer study 1) of 939 women with metastatic breast cancer receiving 
chemotherapy, patients received either weekly epoetin aJfa 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 temnlnated prematurely When interim results demonstrated a higher 
mortality at 4 months (8.7% vs. 3.4%) and a higher rate offatal thrombotic reactions (1.1% vs. 0.2%) In the first4 months of the 
study among patients treated With epoetin alfa. Based on Kaplan-Meier estimates. at the time of study temnlnatiOn, the 12-month 
surviVal was lOWer In the epoetln alfa group than In the placebo group (10% vs. 76%; HR 1.37. 95% Cl: 1.07. 1.75; p = 0.012). 

Please see the full prescribing infomnation for Aranesp® (darbepoetin alfa), Epogen*, or Procfit® (epoetin alfa) for other risks 
associated wnh these ESAs, Including other warnings and Precautions, and Adverse Reactions. 

Aranesp® and Epogen® are regiStered tradernarl<s or Amgen Inc. Procrl!® iS a regiStered trademall< Of Centocor OMo BiOtech Products, L.P. 

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

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

-~~~~-~:.iifsedi .. l'l I 

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 
• Initiate ESAs in patients on cancer chemotherapy only if the hemoglobin is less than 1 o gtdL 

• Use the lowest dose of ESAs necessary to avoid RBC transfusions. 

• Discontinue ESAs following the completiOn of a chemotherapy course. 

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

Please see the full Prescribing Information for Procfit® regarding the pediatric use of Procfit®. The safety and efficacy of 
Aranesp® in pediatric cancer patients have not been established. 

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

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

Have you reviewed an of Section 2: Appropriate Use of ESAs tor F'atients with cancer? 
...•..•....... ·.: .. ,. :· ... ·_.··' . ·.. . c .·. " ... I 
Y~lhawi~iiiUJSedian.2 • · ''.' .- • <;.v: ':·, -' c, .' ~,O•~•' •, ,• •, " - •• ·.·, _" "• 
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Section 3: Program Requirements and Materials for Healthcare 
Providers 
HCP requirements for patient education and counseling: 

The ESAAPPRISE Oncology Program requires HCPs to educate and counsel patients utiliZing these program materials in the 
following manner: 

Contact Us 

• ProVide the appropriate ESA Medication Guide to each patient priOr to each new course of ESA therapy, review its contents. 
and counsel each patient on the risks and benefits of ESAs. 

• Inform each patient that ESAs are associated with the following riskS: increased mortality, serious cardiovascular and 
tllromooembolic reactions, and increased risk of tumor progression or recurrence. 

• Discuss each patienrs questions or concerns about ESAs. 

• Document that the rtslebenefit diScussion with the patient has occurred by completing and signing the ESA 
APPRISE oncology Program Patient and Healthcare Professional (HCP) AcknOWledgment Form. n u 

CLICK HERE 

• In a priVate practice-based setting, retumthe form (or modified version consistent with tile allowable changes) via mail or fax 
(preferred method) to the ESAAPPRISE Oncology Program Call center as Instructed on the acknowledgment form; maintain 
a copy of the signed ESAAPPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Form 
on-site. 

• If you are in a hospital setting, provide the completed form (or modified version consistent with the allowable changes) to the 
Hospital Designee responsible for maintaining .and storing tile forms or tile forms may_ be archived electronically through an 
electronic medical record system as tong as they are retrievable. 

• To learn more about allowed changes to the Patient Acknowledgment Form, please refer to the Guidelines.---""'/""''·~""··.-""'··"'--··""···"'"~::-~ 
for Patient Acknowledgment Form Integration within Healthcare Systems and Clinics nashcard. 

-,~1 

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

Are-enrollment periOd will occur every 3 years for tills program. You will be notified when r~nrollment is required. 

Upon completion of this enrollment process you will receive an ESAAPPRISE Oncology Program enrollment identification {ID) 
number via emaiL Your enrollment 10 number will be required on every patient acknowledgment form. 

Once you have enrolled, you will receive tile HCP Progiam Starter Kit to assist you in implementing the ESA APPRISE Oncology 
Program. The HCP Program Starter Kit will be shipped to each private practiCe lOcatiOn fisted on your enrollment form. 

Materials provided in the HCP Program Starter Kit 

• ESAAPPRISE Oncology Program Patient and Healthcare ProfessiOnal (HCP) Acknowledgment Form 

• Aranesp® (darbepoetin alfa), EpogeOe (epoetin alfa), or Procfit® (epoetin alfa) Medication Guides 

• Prepaid Reply Envelopes 

• Guidelines for Patient Acknowledgment Form Integration within Healtheare Systems and CliniCs 

Aranesp® arid Epogen® are registered trademarks of Amgen Inc. Procri!® is a registered trademark of Centocor Ortho Biotech Produtls, LP. 

You must respond to tile follOwing questiOn to advance to the next section 

Have you revieWed all of Section 3: Program Requirements and Materials for Heafthcare Providers? 

Yes.' I tlln8 mir!Weda~JOI~ 3 I 



Forms & Resources FAQs Contact Us 
' . . ~ ' ' j 

Section 4: 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 in patients with cancer, commits 
you to complying with the program requirements, and asks you to nstall your sites of practice. 

Failure to comply with the ESA APPRISE Oncology Program requirements, including enrollment, Will result 
in suspension of your access .to ESAs. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Centocor Ortho Biotech Products, L.P. 

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

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

-~;I~,~~,~~~ I 
Training & EnroUment Progress 

•~Iriiie 



ESA APPRISE Oncology Program Enrollment for Healthcare 
Providers 
1 agm to the follOWing: 

I have revlewed tne appropriate current prescribing information for Aranesp® or Epogen®!Procfit®. 

• 1 understand that ESAs shortened overall survival and/or inCreased the riSk or tumor progression or returrence in tlinkal 
studies in patients Witl1 breast, non-small cell lung, nead and neck, lymphOid. aoo cerviCal cancers. 

• I underStand that ESAs Increased the riSk of deatn from cardiovascular and tnromooemoohc reactiOns In cllnk:aJ studies In 
patients with cancer treatea wtth ESAs 

• I understand tnat in order to decrease tnese risks, the krwest dose of ESAs shoukJ be used to avoiO red blOOd cell 
·transfusions. 

• I understand tnat ESAs are ln<fJCated tortne treatment or anemia tn patients with non.myelold maJignancleS wtlere anemia ts 
due to the el'fect or concomitant myek>SUppfessive chemotherapy, and upon initiation. mere ts a mintmum of two a<tditionaJ 
monthS or planned cnemotnerapy. 

• I unoerstand that ESAs are not IndiCated for use as a subStitute for RBC transfusiOns in patients wtlo require immediate 
correctbn of anemla. 

• 1 understan<llllat ESAs are not in<licated ror use 1n patients With cancer receiving hOmlOnal agents, biOlOgiC products, or 
radiOtherapy, unleSS alSO receiving concomitant myeJosuppressJve chemOtherapy. 

• I underStand tnat ESAs are not IndiCated for use in patients Ylith cancer receiving myetosuppressive chemotherapy wtlen the 
antiCipated outcome Is cure. 

• I understan<l that ESAs have not been shown to Jmprove quality of life, fatigue, or patient wen-being. 

• I understan<llllat ESAs snoukl be disContinued following the completion of a cnemotherapy course of treatment 

I have revJeWed the ESAAPPRISE oncology Program requttements and agree that 

• ·, \Wll disCuss my patient'S questiOns or concerns about l\l"arleSpS or Epogen'>JProcrtt'l. 

:wnen /preSCi;/,i,aiid-ci;spe;;si, _1-wili-provideanAr.iilespo orepogensfiiroc~ MediCabon Guide to eacn oncology patient at . 
an ESA to a pabent Wtttl cancer the Initiation of each new coorse or the respectlve ESA therapy. Mer InitiatiOn of treatment. an<1 
_in my clinic, When an ESA Is 'tor as Jong as treatmenl continues, 1 WiD prOVIde tne approp!late Aranesp$ or Epogen<I'IProcrJI® ' 
;ctispensecl ror admlrostratJon MedicatiOn Guide to each oncology patient once a month during regular oi!ICe visits-or, ~ 
:under my superviston to a regular omce vtstts occur lesS freQUently tnan once a month. at the next regutart) sc.heduled 
f?!.Uent wit/1 cancer In an ;orr~e visit 
Vntusion center; or When 1 , 
~rescr/oe or or11er an ESA ror a ; 

!'"'Ifm! wlf/l"!"""'_ ~hcspital -
• I Will revieW tne contents of the respectlve Medication Guide With tne patient, counsel each patient on tne I1SI<S fl!lCreased 

mortalitY. seriOus callliOVasCular and thromboembOliC reactionS, an<llncrease<l risk oflumor progressiOn or recurrence) and 
benefits of Aranesp" or Epogen<I'IProcrJI® I am prescribing to my patient before each new course of tne respective ESA 
therapy. I WiD dOCument tllat lhe disCussiOn with each patienl haS occurred l1f signing lhe ESAAPPRISE Oncology Progfam 
Patient an<1 Healtheare ProfessiOnal Acknowledgment Form an<ll>f Obtaining tne patient'S signature 

• By Signing the patient section of tne form. tne patient acknOwledgeS tne following: 

o I acl<nOY.1edge that pr10r to receiving my nrst ClOSe or Aranesp$ or Epogen'>JProcrJI® tnerapy: 

• 1 have read and unde!Stand tne Aranes~ or EpogeneJProcllt* Medication Gukle that my healtheare professional has 
given to me. 

• 1 have had all my questions or coocems about Aranes~ or EpogeneJProcrJt® or my treatment answered l1f my 
nealtheare protessJonat 

• I am aware that using Aranesp$ or Epogen"JProcllt* may make my tumor grow faster or I may get seliOUS heait 
problems such as heart attack, stroke, heart failure, or blood clots. and 1 may die sooner. 

• By Signing the HCP section Of tne 101111, as a healthcare prll\'lder enrolled In the ESAAPPRISE Ontology Program, I 
acknOWledge that priOr to prescribing my patienrs first dOse or AraneS~ or Epogen"JProcntt> therapy: 

• I provided my patlent With tne appropriate l\l"arleSpS or Epogen<I'/Procllt* Medication Guide an<llnstructed the patient to 
read tt carefUlly before Signing Ulls ronn. 

• 1 counseled my patient on tne rlsl<s an<1 benefits or Ar.m~ or Epogen"JProcllt*, using the respective MediCatiOn 
Guide as tne revieW tool in counseung tne patient 

• I discussed au concerns an<l answered all questions my patient ha<l about Aranesp$ or Epogen¢1ProcrJI® or hlslher 
treatment to tne beSt of my ability. 

o The patient signed the Acknowledgment Fonn In my presence. 

- -·---------·--------·----·---- ----~ ---------------- ····--·-·-·-
'Wilen I prescrioe and ctJSpeflse i • I Will send a signed copy of lhe ESAAPPRISE Oncology Program Patient and Healtheare 
:an ESAtoa pafientwitllcancer! ProfesSIOilaiAcknow1edgment Form (ormodined VO!SIOnconslstentwith tne alloWable 
in my clinJc, or an ESA Is · changes) back to tne ESAAPPRJSE Oncology Program Call Center an<1 relaln a COV'f for 
'cllspensecl ror administratiOn my records. 
'under my supervision ro a 
'patient witll cancer In an 
JnftisJon center: 

' • I agree tnat lhe ESA Obtained lor use In my patJents With C8!1<er WiD not be prescllbed an<l 
' <llspensed 11f an uncertified HCP. 

: • 1 \WJJ ensure tne ESA that 1 prescribe WiH be diSpensed under my supeiVISIOn. 

Wilen r prescribe or order an • I WiD provide the completed ESA APPRISE Oocology Program Patient an<1 Healtheare 
:ESA ror a pauenr W1fll cancer in i Professional Acknow1edgmem Form (or modified versiOn consiStent with tne a11owa1>1e 
:a hospnaJ: changes)lotne Hospital Designee responsible rormalntalnlngan<l storing tneforms ortne , 

forms may be an:lllVed electronically Ulrough an ele<:tronic mediCal record system as long as' 
!he\' are retrieVable. 

· • 1 \WJJ comply With any program monitoring and au<litlng required to assess tne e"ecttveness or tne ESAAPPRISE Ontology 
· Program_ 

Aranes;:l® and epogene are reg:rsterec1 trademarks ot Am9en Inc. Proct11* ts a regiStered IJademark of eentocor Ortho Biotech Ptoaucts. LP. 

You must agree to the above to adVance to tne enrollment ronn 

I have complmd llloiSA APPRISE Program 'IRtnlng Modulo.! understand lllat lalluro to comply with a.. ESA 
APPRISE Oncology Program roqulrom.nts wlllrosult In suspension of my access to ESAs. 

.• .·· ... · -c· --~ v-................ .i.Uie 
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ESA APPRISE Oncology Program Enrollment for Prescribers 
0 indicates a required field. 

Are you enrolling into the 0 ' First-time Enrollment 
ESA APPRISE Oncology , Re-enrollment 

Program for the first time? 

•Pr~scriber information-------------------------------, 

My primary practice 0 ,- PriVate practice-based clinic 
location is (select one) (=, Hospital or outpatient facility 

First Name 0 

Last Name 0 

Professional Designation 0 

nue 
Email Address 0 

Confirm Email Address 0 

NPI#O 

-or­

state/TerritOIY License # 0 
and Issuing State 

!Electronic Signature 

affiliated with a 
hospital/institution 

1 Your signature and date are required to complete your enrollment. Please enter your name and date in the space 

I 
proVided. This will serve as your electronic signature and will certify that you have read and agree with the terms 
provided. 

·--- -----·---··--·-------- ·-------·-···--· 

Signature 0 rc ·:1 "'"'-' i_ss'; ,.,,r,e· 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment for Prescribers 

Are you enrolling into the 0 First-time Enrollment 
ESA APPRISE Oncology co Re-enrollment 

Program for the first time? 

Enrollment 10 0 

1Prescriber Information 

I My primary practice 0 
location is (select one) 

First Name 0 

Last Name 0 

Professional Designation 0 

11tl& 

Email Address 0 

confirm Email Address 0 

NPI#O 

-or­

State/TerritOry License # 0 
and Issuing State 

·::· Private practice-based clinic 
-::, Hospital or outpatient facility 

affiliated with a 
hospitaUinstitution 

0 indicates a required field. 

Electronic Signature------------------------------; 

Your signature and date are required to complete your enrollment 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. 

Training & Enrollment Progress 
---....,.,.,...~--~............,.;.;..~ .. 
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E.SA APPRISE Oncology Program Enrollment for Prescribers 
0 indicates a required field. 

I Search I 

Practice Name ~ Address City State ZIP code 

- -·-·· -----
0 Primary practice is not listed 

PrimaiY Practice Contact lnformation---~-------------------

0 Same as Contact Information 

First Name 0 

Last Name o 

and Primary Location Address 

Address o -· · ··- ------------ -- --

City 0 

StateO ... 

ZIP Code 0 

Email Address 0 

Confirm Email Address 0 

Phone (#I# 11#11 ####) 0 

Fax (#I# ##If ####) o ---· ...... ·-·~- -~--··-·--

Training & Enrollment Progress 
.... __,., 
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ESA APPRISE Oncology Program Enrollment for Prescribers 
0 indicates a required field. 

Primary Practice Loc<:rdon-, -----------------------------, 

Primary Practice Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

D Search by ZIP code or City/State 

!
Primary Practice Contact Information 

D Same as Contact Information 
and Primary Location Address 

---~--~·---------

First Name 0 

Last Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

Email Address 0 

confirm Email Address 0 

Phone (### ### ::tliift) 0 

Fax(### ### lfflfHI) 0 

--------------------·---- ----------

-----.. -------------- ·---------- -------

~-----------·· 

... 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment for Prescribers 
0 inclicates a required field. 

jPrirnary Practice Address r,~atcli 

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

I 

I 

New Practice Name 
1001 Main BlVd 
Los Angeles, CA 90001 

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

NEW PRACTICE NAME MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

- NEW PRACTICE 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

C NEW PRACTICE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

NEW PRACTICE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

,_-. NEW PRACTICE NAME MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

,:_, NEW PRACTICE 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

::.. NEW PRACTICE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

~ NEW PRACTICE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

.:. NEW PRACTICE NAME MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

,- NEW PRACTICE NAME MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

Your entered address: 
New Practice Name 
1001 Main Blvd 
Los Angtlts, CA 90001 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment for Prescribers 
0 Indicates a required field. 

Additional Pliactice locations------------------------­
Enter in a combination of up to 3 ZIP codes or City/State combinations to search for additional affiliation sites to 
enroll. 

ZIP City State 
~---~-- ----- -------·· -------·-

-or- • 
ZIP City State 

-or-

City State 
----------------- -----------------

[ Se8rch ] -or- • 

Training & Enrollment Progress 
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Forms & Resources Contact Us 

ESA APPRISE Oncology Program Enrollment for Prescribers 

Tiwnt: you for part!clpeting in the ESA APPRISE Oncology Progrfim 

~ Print th:s Page 

Your enrollment is now complete. Below is your ESAAPPRISE Oncology Program enrollment identification (10) 
number along with a list of the site affiliation(s) you provided. 

Enrollment 10: 
Your Enrollment 10 will be required on every ESAAPPRISE Oncology Program Patient and Healthcare ProfessiOnal 
(HCP) AcknoWledgment Form. 

Site Affiliation(s) 
SiteiD Site Name Site Address City State Zip Affiliation(s) 

1234 Scottsdale Clinic 456 Harper Scottsdale AZ 85260 Primary 

7890 Phoenix Hospital 112 Elm Phoenix AZ 85027 Secondary 

You will receive the HCP Program Starter Kit which contains the required materials for the ESAAPPRISE Oncology 
Program. The HCP Program Starter Kit will be shipped to each private practice location in the abOve list 

HCP Program starter Kit 
Materials provided in the HCP Program Starter Kit include: 

• ESAAPPRISE Oncology Program Patient and Healthcare Professional (HCP) AcknoWiedgment.Forms 

• Aranesp® (darbepoetin alta). Epogen® (epoetin alta). and Procrit ® (epoetin alfa) Medication Guides 

• Prepaid Reply Envelopes 

• Guidelines for Patient AcknoWledgment Form Integration within Healthcare Systems and Clinics 

Until your starter kitS arrive you can download and print the ESA APPRISE Oncology Program Patient and Healthcare 
Professional CHCP> Ac!<nowledament Form and begin completing the form with your patients. 

For questiOns regarding the ESAAPPRISE oncology Program. please visit the ESAAPPRISE Oncology Program 
Frequent!\• Asked Questions page, contact your local Amgen or Centocor Ortho Biotech Products, LP. Field · 
Representative, or call the ESAAPPRISE Oncology Program Call Center at 1-866-284-8089 . 

.. As a reminder, patient registration or approval through the ESAAPPRISE Oncology Program is not required. 

Print this confirmation notice. It is recommended that it be kept in a safe location as you will need to reference 
your enrollment number during the program. 

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



Forms & Resources FAQs Contact Us 
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ESA APPRISE Training Module for Hospital Designees 
This ESA APPRISE (Assisting Providers and cancer Patients with Risk Infonnation for the Safe use of ESAs) Oncology Program 
Training Module iS the core requirement for enrollment Within the ESAAPPRISE Oncology Program. developed by Amgen and 
Centocor Ortho Biotech Products, LP. The ESAAPPRISE Oncology Program is part of a Risk Evaluation and Mitigation Strategy 
(REMS). Food and Drug Administration (FDA) has detennined that REMS is necessal)' for ESAs to ensure that the benefrts 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_ 

This training module iS intended for Hospital Designees at hospitals that dispense ESAs for patients With cancer. 

The goals of the REMS for Aranesp® and Epogen®JProc~ are: 
e To support infonned decisions between patients and their heatthcare providers (HCPs) who are considering treatment with 

Aranesp® or Epogen®/Procrit® by educating them on the risks of Aranesp® or Epogen®/Procrit®. 

• For treatment of patients with cancer, the goal of the REMS. as implemented through the ESA APPRISE (AssiSting Providers 
and cancer Patients with Risk lnfonnation for the Safe use of ESAs) Oncology Program. iS to mitigate the risk of shortened 
overall survival and/or increased risk of tumor progression or recurrence. 

FAILURE TO ENROLL IN THE ESA APPRISE ONCOLOGY PROGRAM WILL RESULT 
IN SUSPENSION OF YOUR 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® to cancer patients as well as the requirements for Hospital Designees who must 
oversee this safety program at their respective Hospitals~ 

The ESAAPPRISE Oncology Program Training Module features four sections: 

Section 1: Key safety information for the use of ESAs in 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® full prescribing information, including Boxed WARNINGS, and Medication Guides. 

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

Click the next button to continue 

Training & Enrollment Progress 



Section 1: Key ESA Safety Information for Appropriate Use in 
Patients With Cancer 
1. ESAs resulted In decreased Jocoregional control/progression-free surviVal and/or overall survival. 

As shown In the table below. these finclings 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 wno were not receiving 
chemotherapy or radiotherapy (Studies 7 and 8). 

Chemo!ilerapy 

Cancer Sbldy 1 12-14 g/dl 12.9 g/dl 
Metastatic breast 12.2, 13.3 g/dl 
cancer 
(n=939) 

cancer Study 2 13-15 g/dl (M) 11.0 g/dl 
Lymphoid 13-14 g/dl (F) 9.8, 12.1 g/dl 
malignancy 
(n=344) 

Cancer Shldy 3 12.5-13 gtdL 13.1 g/dl 
Early breast 12.5, 13.7 g/dL 
cancer 
(n=733) 

cancer Sbldy 4 12-14 gtdL 
Cervical cancer 
(n=114) 

.Ra<liolherapy Alone 
cancer SbJdy 5 :::_15 gJdL (M) 
Head and neck ;:.14 gJdL (F) 
cancer 
(n=351) 

cancer Sbldy 6 14-15.5 g/dL 
Head and neck 
cancer 
(n=522) 

No Chemotl1i!rapy or Radiotherapy 

12.7 g/dL 
12.1, 13.3 g/dL 

Not available 

Not available 

cancer Sbldy 7 12-14 gtdL Not available 
Noo-sman cell 
lung cancer 
(n=70) 

cancer Sbldy 8 12-13 g/dL 
·Non-myeloid 
malignancy 
(n=989) 

10.6 g/dL 
9.4, 11.8 g/dl 

·12-month overall survival Decreased 12-month survival 

ProportiOn of patients achieving a Decreased overall survival 
hemOglobin response 

Relapse-free and overall survival Decreased 3 yr. relapse-free and overall 
Survival 

. Progressio!Hree and overall survival Decreased 3 yr. progression-free and 
and locoregional control . overall survival and locoregional control 

• Locoregional progressiOn-free 
survival 

Locoregional diSease control 

Quality oflife 

RBC transfusions 

·Decreased 5-year locoregiOnal 
·progression-free survival 
Decreased overall survival 

Decreased locoregional diSease control 

Decreased overall survival 

Decreased overall survival 

2. ESAs increase the risk of serious cardiovascular and thromboembOlic reactions. 

An Increased Incidence of thrombOembolic reactiOns, some seriOus and life-threatening, occurred In patients with cancer treated 
With ESAs. In a randomiZed, place~ontrolled study (Cancer Study 1) of 939 women With metastatic breast cancer receiving 
chemotherapy, patients receiVed either weekly epoetln alfa or placebo for up to a year. ThiS study was designed to show that 
survival was superior wnen epoetln atfa 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 reacHons (1.1% vs. 0.2%) in the first 4 months of the 
study among patients treated With epoetin atfa. Based on Kaplan-Meier estimates. at the time of study termination, the 12-month 
survival was lower In the epoetin alfa groUP than in the placebo group (70% vs. 76%; HR 1.37, 95% Cl: 1.07, 1.75; p = 0.012). 

Please see the full prescribing information for Aranesp® (dartlepoetin alfa), Epogen®, or Procrit® (epoetin alfa) for other riskS 
associated with these ESAs, Including other Warnings and Precautions, and Adverse ReactiOns. 

Ara~ and Epogen® are registered trademarks of Arngen Inc. Procrtt® iS a regiStered trademark of Centocor Ortllo Biotecn Products, LP. 

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

Have you reviewed an of Section 1: Key Safety Information for use of ESAs in Patients with cancer? 

Yeis .• ~:.::.;.;-:;~1 I 
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 lt'eatment Information 
~ Initiate ESAs in patients on cancer chemotherapy only if the hemoglobin is Jess than 10 gtdL 

~ Use the lowest dose of ESAs necessary to avoid RBC transfusions. 

• Discontinue ESAs following the completion of a chemotherapy course. 

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. 

Please see the full Prescribing Information for Procfit® regarding the pediatric use of Procfit® _ The safety and efficacy of 
Aranesp® in pediatric cancer patients have not been established. 

Aranesp® and Epog~ are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Centocor Ortho Biotech Products, LP. 

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

Have you reviewed all of Section 2: Appropriate Use of ESAs tor Patients with Cancer? 
- __ --_-_· __ · __ ·. - c··~ -.-,- :··c - : - : . .- . I 
Ye&.l J111Va nW"II!W:iid111 ilfSeclilli 2 . :- - -. ~-- '· . ·.. . :... . - ·.• :., .- . ·. . . -. ' . - ~- ·. 
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Section 3: Program Requirements and Materials for Healthcare 
Providers and Hospital Designees 
HCP nqulrtmtnts tor patt•nt education and counseling: 

Tne ESAAPPRISE oncolOgy Program requires HCPs to educate and counsel patients utiUZlng lllese program materials In me 
IOIIOWlng manner: 
6 PrOvide ttre appropnate ESA Me<lJcatbn Guide to eacn patient priOr to each new course or ESA merapy. revtew ItS coruents. 

ana counsel eacn pattern on tne liSkS and nenems or ESAs. 

o lnfonn each patient that ESAs are associated 'Mth the fotlO'Mng riSkS: tncreased mortallty, senous carcnovascuJar ana 
thrombOembOliC reacHons. anctocreased Jisk of tumor progression or recurrence. 

• DISCuss each patients questiOns or com:ems aboU1 ESAs. 

• Document that tne riSk:benefrt diSCussion With the patient haS occurred tlf compJeting and signing the ESA 
APPRISE OncOlogy Program Patient and Heallttcafe Professional (HCP) Aclmow'.edgmenl Form 

~ 
• In a priVate practice-baSed setting, return the form (or modified verston conststent wrtn ltle ailO'tlable cnanges) via mail or tax 

(preferred method) to the ESA APPRISE OncolOgy Program Cal center as Instructed on tne acknowledgment ronn: maintain 
a copy or the signe<l ESAAPPRISE OncolOgy Program Patient and Healli\Care ProfesSional (HCPJ Acl<nOwle<lgment Form 
on-site. 

• If you are tn a hOSpital setting, pcOVKSe the completeo rorm {or fl'l()(tifled verston constStent wnn tne anowante changeS) to tne 
Hospital Designee respon:s.lble for matntalning and storing the forms or the forms may be archived eieetrontcany tnrougn an 
e)eetronic: meaieal record system as iong as Uley are retrievable. 

Hospital DestgnH Rtqulmm~ts 

• AssUme me autt\Oltty ana res.ponSloUtty to internally coortllnate anti oversee the ESA APPRISE OncolOgy Program 
requirements in yoor nosprtal. 

• COITiplete the ESAAPPRISE OncolOgy Progtam TraJning MOdule tor Hospital Designees. 

• Understand t11at n HCPs tn your hospital prescr1be AranesP" or EpogenSIProcr~ to patients with cancer, tallure or the stan to 
comply \NttJl enronment reqUirementS v.iU lead to suspension of access to ESAs tor your hOSpital. 

• lntonn all AranesP" or Epogen*/Procrlt® prescrillers at your hospital or the ESAAPPRISE OncolOgy Program tralnillg and 
oncology prescriber certificatiOn requirements. 

• EstabltSII or oversee.me estab!lsnment or a system. order sets, protocolS .. or other measures deSigned to ensure mat, 1n your 
hOSpital: 

• ESAs are only dispensed to patlents wtt1t cancer afte< Verll\'lng: 

- t11at the HCP 11110 prescribe<! ESAs tor patients with cancer haS enroled In the ESA APPRISE oncoklgy Progtam; and 

- t11at the diS<:usslon llelween the patient and ESAAPPRISE OncolOgy Program-enrolle prescriber on the riSkS or ESA 
tnerapy Is documented_ by patient and prescriber signatures on the ESAAPPRISE onco10gy Program Patient and 
Health< are Prolessk>nat (HCP) Ackn0v.1e<lgment Fonn prior to Initiation or ea<h new course or ESA tnerapy. 

• nan HCPwlloprescribeS ESAs IS not enrolled In the ESAAPPRISE OncolOgy Program. tile prescriber will be notlllec1that 
he.tshe ts not able to prescrtbe ESAs for patients with cancer. 

• over.;ee complianCe willl program monnorlng and auditing to assess tile el!ectlvenesS or the ESAAPPRISE oncoklgy 
Program. 

• Maintain evidence or complianCe with the ESAAPPRISE oncolOgy Program tor moniloring and auditing purposes, as rottov.s: 

• A list or each HCP In your hospital wllo prescribes ESAs tor cancer paUents 

• Documentation (le., unique enrOllment 10 number) t11at each HCP In your hospital ~~o prescribes ESAs for patients With 
cancerlsenroled In the ESAAPPRISE oncolOgy Program 

• eocumemanon ortne riSlelleflent dlstuSSIOn betWeel1 cer1111ed prescriber and cancer patlent r.; archiVal storage or tile ESA 
APPRISE oncolOgy ProgJam Patient and Healthl:are PratesSionaJ (HCP) AckriOW1edgment Form torea<h cancer patient 
1o< whOm an ESA prescription was Nled • •------·~-k----·~-~~:l•·c• lor Patient Acknowledgmenl Form lntegratlon Within Healthcare Systems and CliniCs 1tasllcard. ,::_-~,:: :-r;c~.~ ::_' 

l<:i~ 
''"_.,._.:~:----.~-

~ 

PleaSe see the MJ prescrilllng lntonnatton tor AranespO (dar1>ep0etln alia), epogene (epoe!ln atfa). or Proc~ (epoetln a"aJ tor 
other riskS assoclate<l wHn t11ese ESAs, Including other warnings and PrecautiOns, an<! Adve.se Reactions, 

Fallllro ID comply with 1M IESA AI'PIIJSI Oncology Program roqulromonts, InCluding onrollmont. will rosult 
1n susponslon or your hOspitars ...... ID ESAs. 

A re-enrotlment period Will occtr every 3 years for thls program Yoo Will be noti1ied v.1len re-enronmentls requ~ed. 

Upon completion o1 this enrollment process, you (and an alternate contac1, H provided) wll receive an email with the ESA 
APPRISE oncoklgy Program enroumen!IO number uniQue to your hospital. This enroltment 10 n..-attows you to Identify 
HCPsenrOIIe<latyourtocatlon, by cliCking tile Hospital Designee iog·ln at tile top right olthe ESAAPPRISEoncoiOgy Program 
we!JSite hOme page. You can atso onler more ESA APPRISE ontOlOgy Program mateflaJs Via www.ua-"".com USing tile 
hOspital enroument 10 number. 

once you have enrolled, you Will recerve the HCP Program Sta!1er Kit to assist HCPs 1n your hoSpital In llnplelre<1tlri tile ESA 
APPRISE OncOlOgy Program. 

Ma10f131SpfGYkiOCIIn lllo HCP Progr;>m starmKit 

• ESAAPPRISE OOCOIOgy Program Patient an<! HeallllCare ProfesSiOnal (HCP)Acl<nOwle<lgment Foon 

• ~ (darllepoetln atfa), EpogenO (epoetin alta). or Procritl' (epoelit alta) 1.1e<lieatlon GUides 

• GUidelines tor Patienl Acknowledgment Form Integration YMhln Healthcare Systems and Cini:s 

Tile prescrtbef'S enroUment ldentfflcatJOn number and tt1e hosprtars site ldentmcauon number are required on every pauent 
acknOY.1edgment rorm. 

You must respond to me fOiiO'Ning questlOn to advance to me next sectiOn 

Have you rovlowo<l atl or Secflon 3: Progi'IJ11l Roqutremonu •mt llmrll!IO for Hnltltoare l'rovlthrs 11M Ht>spil.ll 
DUignoes? 

irainlng & EnroUmetlt Progress .. ·----~---. --~......,.,..,... . .. . 
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Section 4: Hospital Designee Enrollment 
Now that you completed the ESAAPPRISE 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 in patients with cancer. and commits you to 
complying with the program requirements. 

Failure to comply with the ESA APPRISE Oncology Program requirements, including enrollment, Will result 
in suspension of your hospitai1S access to ESAs. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Centocor Ortho Biotech Products, L.P. 

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

Have you reviewed an of section 4: Hospital Designee Enrollment? 

· v.•~n~arla-~~~~~-~~~·:·. 
-- --- --- --- --· ·--·· -. - I 
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ESA APPRISE Oncology Program Enrollment for Hospitals 
I agree to the following on behalf of my hospital: 

• I have been designated by hospital management to assume the authority and responsibility to internally coordinate and 
oversee the ESA APPRISE Oncology Program requirements in my hospitaL 

• I have completed the ESAAPPRISE Oncology Program Training Module for Hospital Designees. 

• I understand that if healthcare providers (HCPs) in my hospital prescribe Aranesp® or Epogen®/Procfit® to patients With 
cancer, failure of the staff to comply with enrollment requirements will lead to suspension of access to Aranesp® and 
Epogen®JProcfit® for my hospital. 

• I will inform all Aranesp® or Epogen®/Procrit® prescribers at my hospital of the ESA APPRISE Oncology Program training and 
oncology prescriber certification requirements. 

• I will establish or oversee the establiShment of a system, order sets, protocols, or other measures designed to ensure that, in 
my hospital: 

• Aranesp® or Epogen®fProcrit® is only dispensed to patients with cancer aner verifYing: 

• that the HCP Who prescribed Aranesp® or Epogen®tProcfit® for patients with cancer has enrolled in the ESAAPPRISE 
Oncology Program; and 

• that the discussion between the patient and ESAAPPRISE Oncology Program-enrolled prescriber on the risks of 
Aranesp or EpogeniProcrit therapy is documented by patient and prescriber signatures on the ESAAPPRISE OncolOgy 
Program Patient and HeaHhcare Professional (HCP) Acknowledgment Form prior to initiation of each new course of 
Aranesp or Epogen/Procrit therapy. 

• If an HCP that prescribes Aranesp® or Epogen®IProcrlt® Is not enrolled In the ESA APPRISE Oncology Program, the 
prescriber will be notified that he/she iS not able to prescribe Aranesp® or Epogen®JProcfit® for patients with cancer. 

• I am authoriZed to oversee compliance with program monitoring and auditing to assess the effectiveness of the ESA APPRISE 
Oncology Program. 

• I will maintain evidence of compliance with the ESAAPPRISE Oncology Program for monitoring and auditing purposes, as 
follows: 

• A list of each HCP in my hospital who prescribes Aranesp or EpogentProcrit for cancer patients. 

• Documentation (ie, unique enrollment 10 number} that each HCP In my hospital who prescribes Aranesp® or 
Epogen®/Procfit® for patients with cancer is enrolled in the ESAAPPRISE Oncology Program. 

• ·Documentation of the risk:benefit discussion between certified prescriber and cancer patient by archival storage of the ESA 
APPRISE Oncology Program Patient and HeaHhcare Professional Acknowledgment Form for each cancer patient for whom 
an Aranesp or Epogen/Procrit prescription was nlled. 

Aranesp!l and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of Centocor Ortho Biotech Products. LP. 

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

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

Yes-fagrae~althealxJIIa I 
Training & Enrollment Progress .. . __ ;.;_,.._. ____ ;.._, _____ . ·-·~~·-----· . ..., .............. ·~-·~-., 
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ESA APPRISE Oncology Program Enrollment For Hospitals 

Are you enrolling into the 0 
ESAAPPRISE Oncology 

Program for the first 
time? 

First-time Enrollment 
Re-enrollment 

0 indicates a required field. 

I
P.uthori:z.ecl Hospital Designe~-~~~or~~ti~r~ ____ -~ 

First Name 0 

Last Name 0 -- ---- ~-- -----· 

-- --- - - ~ - - -
Title 

Email Address 0 

confirm Email Address 0 

Password 0 

confirm Password 0 

Phone (##1#-#11# ###II) o 
Fax (#II# #II# munf) 0 

0 Hospital Summary Report Opt-in 
Please send an email notification to the hospital email addresses listed above that 
summariZes all HCPs enrolled In the ESAAPPRISE Oncology Pro!:Jram at our 
hospital each time a new HCP affiliated with our hospital enrolls in the program. 
Note: You will automatically be notified of all HCPs enrollment terminations, 
whether voluntary or for cause. 

Electronic Signature-----------------------------__...., 
Your signature and date are required to complete your enrollment. 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 0 F:;s: :o.~,.-1 L _os: · i21·,·,2 

Date 0 c:.:i'i:'~ ·:?:~,>:mid·.:' 

Training & Enrollment Progress 
~:~-~...,.~-·*·~-<-~ 1.<1.~--l.S ;!:!o •• b,'t~··~~~ 
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ESA APPRISE Oncology Program Enrollment For Hospitals 
0 indicates a required field~ 

Are you enrolling into the 0 First-time Enrollment 
ESA APPRISE Oncology ,~ Re-enrollment 

Program tor the first 
time? 

Enrollment ID 0 

Authorized Hospital Designee lnform~,tion----------------------

First Name 0 

Last Name 0 

Title 

Email Address o 
Confirm Email Address 0 

Password 0 

Confirm Password 0 

Phone (#II# #II# #111#11) 0 

Fax (#II# #II# J.W!lll) 0 

-------------------

0 Hospital summary Report Opt-in 
Please send an email notification to the hospital email addresses listed above that 
summariZes all HCPs enrolled in the ESAAPPRISE Oncology Program at our 
hospital each time a new HCP affiliated With our hospital enrolls in the program~ 
Note: You Will automatically be notified of all HCPs enrollment terminations, · 
whether voluntary or for cause~ 

!
Electronic Signature 
Your signature and date are required to complete your enrollment. 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~ 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment For Hospitals 
o Indicates a required field_ 

Hospital Enrollment Information---------------------------, 
Please provide ZIP code or city/state to find your Hospital Main Address 

ZIP City State 
-or- [ Search I 

Practice Name ~ Address City 

D Hospital main address Is not listed 

[

Hospital Contact lnform<~tion for Receipt of Prof! ram Materials 

D Click here If different from the authoriZed designee 

Training & Enrollment Progress 

State 

.. -•w-..•·.<:~"-"'l·r':'-;.~~~~~~;.,..;,.~,~'"'~~';,·:~·~~~,.;..;;:'l,g;.;;..;;,,~~;..,;;..@-,..1!'!'~>1>i"~~,or~.,. .. ~,.o:~~ ... ~.,.,..,...,....~~~~~..,..q.<r>r,t.,.,..., 

ZIP Code 

___ j 
G.iD 
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ESA APPRISE Oncology Program Enrollment For Hospitals 

Contact Us 

0 indicates a required field. 

-Hospital Enrollment Information-----------------­

Hospital Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

HIN#O 

.... 

-·-1 

·or- I 
DOD # 0 ······ - - - --

[] search by ZIP code or City/state --~ --~ i 

[

Hospital Contact Information for Receipt of Program Materiels 

0 Cllcl< here if different from the authorized designee 

------------------

Training & Enrollment Progress 
- ·:~·":~··~;·~l-,...,..,.."'-"'""-'"""~~.:;,.~.~.!".J';~~~~,.....,":·~~~~ .... ~~~ ... ~~ ........ ~,_\_~.~ .. - ... ·,~:.;.~ ..... ~·~··"f·;,;,.~ GJD 

___ J 



fQrms & Resoutces FAQs Contact Us 
- c 

ESA APPRISE Oncology Program Enrollment For Hospitals 
0 indicates a required field_ 

r-Hospite:l Enrollment Information 
I Please provide ZIP code or city/state to find your Hospital Mam Address 

I 
ZIP _ or _ City State 

I Search I 

I Please select your hospital 
_ .• -. .. ..,_-··~~--~··· •0.• ~-~·:··· ... _ ••. , 

fJ~;_,-;.~ ;Jl~.J h~}_{f.~ ~-:~~\til~~~~~ _:~: J;~:=;J ~ -~ t<r~J ;~illft.~~·,: 
Practice Name Address City State ZIP Code 

0 Hospital main address Is not listed 

Hospital Contact Information for Receip: of Program Materials--------------, 

First Name 0 

Last Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

Email Address 0 

Confirm Email Address 0 

Password 0 

Confirm Password 0 

Fax (###-### :'lfJI#f) 0 

0 Same as hospital main address 

D Hospital summary Report Opt-In 
Please send an email notification to the hospital email addresses listed above that 
summariZes all HCPs enrolled in the ESAAPPRISE Oncology Program at our 
hospital each tlme a new HCP amuated with our hospital enrollS In the program. 
Note: You will automatically be notified of an HCPs enrollment terminations, 
whether voluntary or for cause. 

D Clicl< here if contact is the same authoriZed designee 

Training & Enrollment Progress 



Fonns & Resources FAQs Contact Us 

ESA APPRISE Oncology Program Enrollment For Hospitals 
0 indicates a required field_ 

!Hospital Enrollment lnforma~o_n __ _ 

1 Hospital Name o 
I Address 0 

City 0 

State 0 

ZIP Code 0 

HIN#O 

·or· 
DDD#O 

D Search by ZIP code or City/state 

Hospital Contact Information for Receipt of Program Materials-------------, 

FirstName 0 

Last Name 0 

Address 0 

City 0 

StateO 

ZIP Code 0 

Email Address 0 

Confirm Email Address 0 

Password 0 

Confirm Password 0 

Phone (11## 11## ::::t:tl) 0 

Fax (11## 11## l!NINI) 0 

-------------

0 same as hospital main address 

D Hospital Summary Report Opt-In 
Please send an email notification to the hospital email addresses listed above that 
summarizes all HCPs enrolled in the ESAAPPRISE Oncology Program at our 
hospital each time a new HCP affiliated with our hospital enrolls in the program_ 
Note: You Will automatically be notified of an HCPs enrollment terminations. 
whether voluntary or for cause_ 

0 Click here If contact is the same aUthorized designee 

Training & Enrollment Progress ----· - ~.,.....,,-~,-~ 



Forms & Resources FAQs Contact Us 
~ . ~ -~ " . . . 

ESA APPRISE Oncology Program Enrollment For Hospitals 
0 indicates a required field. 

Hospital Enrollment Information Address Match------------------· 
The address you entered has returned similar entries in the ESAAPPRISE Oncology Program address database. 
The address you entered follows. 

New Hospital Name 
1001 Main BlVd 
Los Angeles, CA 90001 

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

C· NEW HOSPITAL NAME MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

(, NEW HOSPITAL 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

,-, NEW HOSPITAL MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

Your entered address: 
c_, New Hospital Name 

1001 Main Blvd 
Los Angeles, CA 90001 

Training & Enrollment Progress· 



Home Forms & Resources Contact Us 
. . . 

ESA APPRISE Oncology Program Enrollment For Hospitals 

Thanlt you for participating in \:h,::; ES.l< .~PPR!SE Oncology Program 

~ Print this Paae 

Your enrollment is now complete. Below is your ESAAPPRISE Oncology Program enrollment identification (ID) 
number and the hospital that has been enrolled. 

Enrollment 10: 123456 
This enrollment ID number allows you to identify HCPs enrolled at your location. 

Enrolled Hospital 
Site ID Site Name Site Address City State 

7890 Phoenix Hospital 112 Elm Phoenix AZ 

You will receive the HCP Program starter Kit which contains the required materials for the ESAAPPRISE Oncology 
Program for HCPs in your hospital. 

HCP Program Starter Kit 
Materials provided in the HCP Program starter Kit include: 

• ESAAPPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Forms 

• Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit ® (epoetin alfa} Medication Guides 

• Guidelines for Patient Acknowledgment Form Integration within Healthcare Systems and Clinics 

Until your starter kits arrive, download and print the ESA APPRISE Oncology Program Patient and Healthcare 
Professional fHCP) Acknowledgment Form. HCPs in your hospital must begin using this form with their patients. 

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

• As a reminder, patient registration or approval through the ESAAPPRISE Oncology Program is not required. 

Print this confirmation notice. It is recommended that it be kept in a safe location as you will need to 
reference your enrollment number during the program. 

Zip 

85027 

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



Forms & Resources 
f .. 1ateria!s for Hea!thc2re Providers 

Order Program Materials 
Medication Guides can be delivered to your practice location_ To begin. enter in your -~~9_l~f!l-~1)\!R and click the button below_ 

EnrOllment ID: 

Continue 

Hltalthcare Provider and Hospital Designee Materials m Dear Heallhcare Provider fDHCPl Letter to HCPs who prescribe or prescribe and dispense ESAs for oatients with cancer 

"Zl Dear Director of Phannacy/Administrator Letter to hosoitals that dispense ESAs lor patients l'.ith cancer 

d ESA REMS Flashcard 

~ ESA APPRISE oncolOgy Program Healthcare Provider Flashcard 

'd ESA APPRISE OncO}O!]Y Program Hosoital Process Overview F!ashcam 

;d ESA APPRISE OncolOgy Prooram Trainino t,1odule for Healthcare Providers 

':::! ESA APPRISE Oncology Program Training Module for Hosoital Designees 

~ ESA APPRISE OncolOgy Program Enrollment fonn for Hear.ncare Providers 

~ ESA APPRISE oncology Program Enrollment Fonn for Hospitals 

':j ESA APPRISE oncolOgy Proaram Patient and Heallhcare Professional (HCPl Acknowledgment Fonn 

t;d Guidelines lor patient Acknowledgment Fonn IntegratiOn Witnln Hea!thcare Svstems and CliniCS -:ME'If 

!;;1 ESA APPRISE Oncology Prooram patient and Health care Professional (HCPl Acknowledgment Fonn- SPANISH 

Prescribing InfOrmation 
~Araneso® (darbeooetin allal full Prescribing lnfonnatiOn 

~ Epogen® lepoetin atfal full Prescribing lnfonna!ion 

U Procri!® le-poetin atfal full Prescribing InformatiOn 

Materials for Patients 

Medication Guides 
'dAraneso® fdar!leooetin alfal Medication Guide 

'ld Araneso® (darbeooetin atfal Medication GUide- SPANISH 

'rn Eoogen® leQoe!in atfal Medication Guide 

~ Epogen® repoetin alfal Medication Guide- SPANISH 

'!l Procrit" <epoetin atfal MediCation Guide 

~ Procri!® leooetln atfal Medication Guide- SPANISH 

lnstru~;t~ons for Use 
':l Araneso® (dar!leooetin alfal InstructiOns lor Use--Sjngle-oose Vial 

mAraneso§' (da[beooetln atfal Instructions for Use--Single-Dose Prefiiled SVringe fSinoleJect:;J) 

~ Epogen® lepoe!in alfal Instructions for Use 

':d Procri~ lepoetin atral Instructions for Use 

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

-Get ' . r:iiil AOoliF' READ£11' i 



Fonns & Resources FAQs 
. - ·~ -

Material Order : Address Selection 
-Personal information--------------------------------,-, 

The Enrollment ID is associated to the following individuaL 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

-Practice Locations--------------------------------., 

AddresS Practice Name ~ 

·Practice Name ; 1234 N MAIN ST 

D Primary practice is not riSted 

City 

;wAYNE 

State ZIP Code 

PA !19087 

-Practice Contact information-----------------------------, 

Confirm the following contact information is correct 

First Name AJriSOn 

Last Name Tennant 

Email Address allison.tennant@email.com 

Phone (##If ##If ff:WHI) 215-555-1212 

Fax(### #II# fJ'!Nftl) 215-555-1213 

LJ Primary contact is not listed 

Contact Us 



Fonns & Resources FAQs 

Material Order : Address Selection 
~Persona! Information · 
j The Enrollment ID Is associated to the following indiViduaL 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

Practice Locations----------------------------------, 

Primary Practice Name 0 

Address 0 

City 0 

StateO 

ZIP Code 0 

0 Select from the list of registered sites 

!
Practice Contact Information 
Confirm the following contact information is correct 

First Name AIHson 

Last Name Tennant 

Email Address allison.tennant@emaiLcom 

Phone (### ### tlmfll) 215-555-1212 

Fax(##########) 215-555-1213 

0 Primary contact is not listed 

Contact Us 



Home Forms & Resources FAQs 
-- - ' . - -· 

Material Order : Address Selection 
Persona! Information-------------------------------. 

The Enrollment 10 is associated to the following indiViduaL 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

:1234 N MAIN ST PA i19087 

0 Primary practice is not listed 

Practice Contact Information-----------------------------, 

FirstName 0 

LastName o 
Email Address 0 

Phone (### ####II##) 0 

Fax (### ### #fl!!!t) 0 

0 Select the registered primary contact 

Contact Us 
- ' - ·' 



Forms & Resources FAQs 

Material Order : Address Selection 
Personal Information,-----------------------------. 

The Enrollment 10 is associated to the following individual. 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

Practice locations.-------------------------------; 

Primary Practice Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

Ll Select from the list of registered sites 

-Practice Contact lnfom1ation------------------------------. 

First Name 0 

Last Name 0 

Email Address 0 

Phone (### ##If :::WJI) 0 

Fax (### 11#11 1####) 0 

----~-------------·-----~ 

0 Select the registered primary contact 

Contact Us 



Forms & Resources 

Material Order : Specify Type and Quantity 
-Materials Selection-------------------------· 

Select the materials you would like to order 

Quantity Item 

Medication Guides 

-~ Aranesp® {darbepoetln alfa) Medication Guide 

o ... Aranesp® (darbepoetin alfa) Medication Guide - SPANISH 

()---;- Epogen® {epoetin alfa) Medication Guide 

o--:;- Epogen® (epoetin alfa) Medication .Guide- SPANISH 

o--:; Procrlt® (epoetin alfa) Medication Guide 

o--;- Procrit® (epoetin alfa) Medication Guide- SPANISH 

Tear Pads 

FAQs 

o---~ Tear-pad (25 sheets) ESAAPPRISEOncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment F.orms 

o ... Tear-pad (25 sheets) ESAAPPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Forms- SPANISH 

Other Items 

0--------:; Prepaid Reply Envelopes 

[Ne-xt] 

Contact Us 



Forms & Resources FAQs 

Material Order : Your Current Order Items 
-Current Order~-----------------------------------. 
The items that you have selected are listed below. 

Quantity Order Item 

5 Aranesp® {darbepoetin alfa) Medication Guide 

10 Epogen® (epoetin alfa) Medication Guide 

15 Procrit® (epoetin aifa) Medication Guide 

25 Tear-pad (25 sheets) ESAAPPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Forms 

Delivered to the folloWing location 

Practice Name 
1234 N MAIN ST 
WAYNE, PA 19087 

Your order is not submitted until you click Submit Order below. 

[ Submit Cider ] 

Contact Us 



Forms & Resources FAQs Contact Us 
' ' 

Material Order : Your Current Order Items 
~ Print t11is Paae 

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 Item 

5 Aranesp® (darbepoetln alfa) Medication Guide 

10 Epogen® (epoetln alfa) Medication Guide 

15 Procrtt® (epoetin alfa) Medication Gufde 

25 Tear-pad (25 sheets) ESAAPPRISE OncologyProgram Patient and Healthcare Professional (HCP) 
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 Enrollment ID to order 
materials. 



Important Safety I OYertiew - T~ining & 
lnfonnatJOn Enrollment . 

Forms & Resources 

Order Program Materials 
Me<'; ----
Enl i~· J~:t~:l;~i~(~~{~~i~~,_;_-1!!1~~:~:~.~:~;~~.~~~;~··. 

To download tile ESA APPRISE OncOlogy Program PaUent and Heanncare Professional (HCP) Acl<nowle<lgment Form. 
enter your Enrollment ID and cliCk Next Your Enrollment ID can be obtatne<lln your enrollment confirmation email. 

Hea 

Enrollment ID 

':;);_! -----'---
[Next> I 

!:j ESA AP 0 RISE Oncology Prooram Heanncare Provrder f'lasncaro 

~ ESA APPRISF Onco!Qm• oroaram Hosprtat Pmcess Overview Flasncar,j 

-rr:l FSA APPRISE Oncology Pmoram Tramina 1,10ClUie tor Healihcare Providers 

8 ESA APPRISE Or.coloay Prooram Trainina Module for Hosprtal Desianees 

~ESA AP"'RISE Oncology Program Enronment Form for Healthcare Providers· 

"!J ESA APPRISE oncology Proaram Enrollment Form for HosPitals 

'Z! ESA APPRISF Oncology Proaram Patient aml HeaHhcare Professional tHCPl A£knowtecJgment Fonn 

~Guidelines for Pa1ient Acknowledament Form Integration within Health care svstems ana Clir.irs .11E'If 

'd ESAAPPRISE Oncology Proaram Patient and Hear.hrare Professional fHCPt Ackno\'!ledoment Form- SPANISh 

Prescribing InfOrmation 
'01Aranesp:.> fdarbeooetin alfa) full Prescribing Information 

'!!:! Eooaen~' reooetin alfal full Prescnbing 1nfcnnat10n 

"1J Procri~ iepoetin alfal fun Prescribing lnformal!on 

Materials for P?tients 

Medication Guides 
'idAranesQ!) ldarbepoe!in alfa\ Medicatton Guide 

'idAranesp'!: fdarbepceM alta! IJect:cation Guide- SPANISH 

';!! Epoqen;: leooetin alfal MedicatiOn Guide 

~ Ewgen'l: lepoelin a Ira !1.-ledir.atHm Gu!de - SPANISH 

7J Prccnt:; ieocetin alfa 1 i.tedtcahon Guide 

~ Procn~ ieooetin altal tledicatrcn Guide- SPANISH 

InstructiOns for Use 
'idAranesp'il rqarbepoetin alfal tnstrJctrons fr.r UseSincrle-Dcse \'tal 

;dAranesp" fdarbeooehn alfat Instructions fer Use Smgle-C,ose Prefilled Svringe ISmoleJect'ill 

~ t=pqaen& feooetin alfa} Instructions for Use 

~ Prccr~ iepcelin a~a\ Instructions for Use 

Adobe® Reader® is required to vieW all oftllese PDFs. If you do not nave it installed. download it free here. 

-Get i 
: llii J\OOSE• RfADER• ; 



- lmporwn:Safety , Overview Training & 
lnform~tJon Enrollment 

Forms & Resources 

Order Program Materials 
Mec';, ,:: .. "' ··-

Click tne PractiCe Name to downtoa!l tne ESAAPPRISE oncology Program Pa~ent anti Heattncare ProfeSsional (HCP) 
Acknowledgment Fonn for tnat location 

Hea 
':JI 

:':1! 
Name 

paKota Health System 123 Main St 
Imperial Point Medical Cen•er 456 Race St 

Sibley Memorial Hosottal 

AMI Culver Union HosMal 

123MalnS! 

456 RaceS! 

Address 

Los Angeles 

Los Angeles 

Los Angeles 

, Los Angeles 

~ FSA AFi=lRISF OncoiOay Program Train ina Module for Hospnal Desionees 

'!! ESA AP"'RISE Onco!oay Program Enrollment Form for Healjhcare Providers 

'!JESAAPPRISE oncology Frooram Enrollment Form for Hosotta:s 

City State 

CA 

CA 

CA 

CA 

~ ESA APPRISE Oncology Prooram Patient ana Heal! he are Professional iHCPi Ackno·.•,tedgmen! Form 

"!d Guidelines tor Patient Acknowledoment Form lnte\)rauon wtt'lln Healtncar, SVstem~ and Cl1i1lcs .t~E"Ii 

ZIP Code 

90001 

90001 

90001 

90001 

'8 ESAAPPRISE Oncologv Prooram Patient and Heal! he are Professional iHCP1 Acknov.·1edoment Form- SPANISH 

Prescribing Information 
\dAr<inesp® fdart>eooetin alfal full Presmbing Information 

'::J Eoogen® lepoelin alfa l full Prescribing lnfcrmar.cn 

m Prqclit~ leooetin alfal full Prescribing lnformatlon 

M;;terinls for P~tients 

Medication Guides 
~Aranesp® ldameooelin alfalt-.ledication Guide 

~Aranesp·:!: idartleocelin alfa! r,1ed1cation Guide- SPANISH 

'!!,1 Eoogen:\' reooe•ln alfa 1 MedicatiOn Guide 

'!!J Eoogen:\' lepoeiin alfal r,tedication Gu!de- SPANISH 

'!I Prccnt!- lepcetin alia\ Medtcaiion Guide 

:!J Prccrit:\' leooetin alfal Medication Guide- SPANISH 

Instructions for Usa 
'dAranesp=" rdartleooetm al'almstruc0ons fQr use-Sinate-Dcs~> Vial 

'!!Aranesp:< ldarbeocetin alfapnstructions for use-Smgle-Dose Frefilled Synnge ISinqieJect"i 

'!J Foooen·~ tepoetin alfa} Instructions for Use 

'!d Frourt~ jeooetin alfallns!ruct1or.s for Us;; 

Adobe® Reader® fs requireo to view an oftnese POFs. If you oo not have it installed, download it free~ 

-Got , liiil t.OOBE" READER' 
~ 
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Forms & Resources FAQs Contact Us 
. . 

ESA APPRISE Oncology Program Login 

Usemame 

Password 

[IOginJ 
First time user? Forgot passw·ord? Click here. 



. . •.. ;:*.: • ·:·····--·"··-·· 

Password Assistance 
Forgotten Password 
Enter in the usemame you use to access the site and an email will 
be sent that will provide you Information to login. 

Usemame 

Confirm Username 

I Contin~e ] 

Forms & Resources FAQs Contact Us 
. . 

First Tim~~ Users 
Enter in your Enrollment ID and an email \\1ith instructions for how 
to login will be sent to the associated email on record. 

---~.-----~-------- ·-----------------

Enrollment 10 

Confirm Enrollment 10 

I Continue 



····•···· .. ······~ .. ··.··•·.··•.•··· ..• ··· ·.,,.,i: 
~ .... a, 

ONCOt'G 

Forms & Resources 

ESA APPRISE Oncology Program Prescriber 

Practice Location Management 
Add and remove practice locations. 

Edit Profile 
Review and edit your contact information. 

Change Password 
Change your pass"vord. 

FAQs Contact Us 
- ~ ~-



ESA APPRISE Oncology Progrnm prescriber» Practice Location Management 

Practice Location Management 

Cl Practice Name Address 

[] 'Dakota Health Systein 123MainSt 
-~····· . --- ··········-----------··--· ....... -----···------·----.-----····· -- ------------------------------

D :Imperial Point Medical Center 456Race St 

• p .i ~ibley _f\Ae.rno~~~ H~s~ital 123 Main St 

' LJ ~AMI Culver Union Hospital '456 Racest 

I Add Practice LOC8tion ]I Remove Practice Location ] 

Forms & Resources 

City 

i Los Angeles 
----------- ----~-------

!Los Angeles 
' . ' 

:los Angeles 
--- -- ------ ·- -- --- --

Los Angeles 

FAQs Contact Us 
~ . ~ - ' ~ 

State ZIP Code 

·CA '90001 

;CA 90001 

CA 90001 
1 CA 90001 



Fonns & Resources 

ESA APPRISE Oncology Program Prescriber» Practice Location Management,. Add Practice Location 

Add Practice Location 

!
Practice Location Lookup 

ZIP City 
-or- ( Search ) 

State 

Practice Name " Address City State 
··-·· 

Dakota Health System •123MainSt Los Angeles :CA 
--· ------------------------ ---·-- .. -------- ·-·--· ·-·----- --- -··-----------··· ··--------

Imperial Point Medical center 
. ----- - - ---- --- --------

Sibley Memorial Hospital 
------- - ------. 
AMI Culver Union Hospital 

----- ---. ----- -·-

0 Practice location not listed 

jractice Contact Information 

First Name 

I Cancel ) 

Last Name 

Address 

City 

State 

ZIP Code 

Email Address 

Confirm Email Address 

Phone (### ### 11#11#) 

Fax (### ##If 11#11#) 

456RaceSt Los Angeles CA 
·-· 

123 MainSt Los Angeles CA 
----- ··-

456Race St Los Angeles CA 

0 Address same as Practice Location information above 

FAQs Contact Us 

ZJP Code 

<90001 
------------. 

90001 
i90Q01 

90001 

( Add Practice LOC8tion 



Forms & Resources FAQs Contact Us 
,' ' -

ESA APPRISE Oncoloov Program Prescriber,. Practice Location Management" Add Practice location 

Add Practice Location 

Practice location lookup------------------------------------------------------------------. 

Practice Name 

Add ... ss 

City 

State 

ZIP Code 

• 

CJ Search by ZIP code or City/State 

!
Practice Contact Information 

First Name 

Last Name 

I Cancel I 

Address 

City 

State 

ZIP Code 

Email Address · 

Confirm Email Address 

Phone (##II ##II JJ/ff#l) 

Fax (##II tl## mh'Nf) 

D Address same as Practice Location information above 

I Add Practice location 



•..•..... _, ... ·--··--.·.-.·.····;, .. ·· 
·~·. -~ •. . ~ . ~: .~ 

Forms & Resources 
- ' ' 

ESA APPRISE Oncology Program Prescriber» Practice Location Management 

Practice Location Management 

I i Practice N_ame Address City 

ll] . Dakota Health System . '"''''?'''"""'"'~''"""' 
[J Imperial Point Medical · ~:~~~fit~~1.!j 
[] Sibley Memorial Hospi1 

[] Alv11 Culver Union HosJ )( 

I Add Practice Location II 

no you really want to remove,thefollowing practice location? 

Dakota Health System 
123 Main St 
Los Angeles, CA 90001 

, ·' By removing this practice location, you will no ionger 
·~ . be ableto prescribe ESAs for patients With cancer from 

this location. 

FAQs 
~ .• ' ' ' 

Stat<:· ZIP Code 

90001 
90001 
90001 
90001 

r· cane~!] [ Remove Practice Lo2~tib~l 

Contact Us 
' . ~ " . ' 



Forms & Resources 

ESA APPRISE Oncology Program Prescriber» Edit Profile 

Edit Profile 

rescriber Information-------------------------

p:~~;~i] 

First Name 

Last Name 

Professional Designation 

Title 

Email Address 

Confirm Email Address 

Phone (### 1f:ll:ll t#f#ll) 

Fax (1f:lf:l/11## t#f#ll) 

NPI# 

-or­

State/Territory License # 
and Issuing State 

.... 

.... 

FAQs Contact Us 

[ Update Profile ] 



• .. ,. -.. -.· .. ·.-.·.·.­·.Ji 
ONCe 

ESA APPRISE Oncology Program Prescriber» Change Password 

Change Password 

New Password 

Confirm New Password 

I Cancel I I Change Password . I 

Forms & Resources FAQs Contact Us 

"' .. .- ~ " . . . ¥ - "' ~ 



Forms & Resources 

ESA APPRISE Oncology Program Hospital Designee 

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

Edit Profile 
Keep your profile updated. 

Change Password 
Change your password. 

FAQs Contact Us 



-·c-.·· -~n,• ., .... ~ .. 
Forms & Resources 

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

Hospital HCP Enrollment Management Report 

Enrollment ID ·"' First Name 

548789 iJohn 

563482 

457687 

Jane 

Allison 

[ Add Prescriber I [}femove Pr~s~-rib~r ·1 

Last Name 

smith 

Wintersmith 
- -·--·- ,,_ _____ ,_ 

Tennant 

Designation 

:MD 

MD 

MD 

FAQs 
·- ,~, '-----~ ·········'· '-"-·:- ~ .... 

Completed Date 

01/24/2010 

03/03/2010 

03/30/201 0. 

Contact Us 



•. -~--
Forms & Resources 
" 

ESA APPRISE Oncologv Program Hospital Designee» Hospital HCP Enro!lment Management Report 

Hospital HCP Enr~(~,!.!!!!,U,t;;~2~~;~C:,!.S,~~!~~t Report 
·· ·. · · · . , •·. , ~~~:~t~At~~(k~t~~~~~~tlt~~~~~~~~J~~i~::;; r••:i•:;; •: ''··'';.:en• .... 

Enrollment ID · 

548789 John 

' + ... 
To add a prescriber to this site, enter the prescribers Enrollment 
ID in the following net d. 

.563482 

457687 

Jane 
Allis or 

EnrollmentlD 

[c~nC:efl 

Add Prescriber J [ Remove Prescriber ] 

I Add Prescriber ] 

FAQs 

Date 

f24!2010 

1'03/2010 

l30/2010 

Contact Us 



Forms & Resources 

ESA APPRISE Oncology ProgramHosp;· . ~ 

Hospital HCP Enr 
)( . Do you really want to remove the following prescriber? 

·5487.89 
563482 
457687 

.John 
Jane 
Allis or 

John Smith 
Enrollment ID: 548789 

, ,; ,, Byremovlng;thisprescriber\ this individual win lose the 
'~ .. ' abili:ty to. dispense. and/or prescribe ESAs for patients 

with tancertromthis location. 

FAQs 
'· 'H ' -· ' 

Date 

124/2010 

1'03/2010 

130/2010 

fZancefl [ Remove Prescri~] 

1-Add Prescriber I [ Remove Prescriber I 

Contact Us 
' ' ' 
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ESA APPRISE Oncoloav Program Hospital Designee" Edit Profile 

Edit Profile 

Authorized Hospital Designee Information--------------------------, 

[ Cancel I 

First Name 

Last Name 

ntle 

Email Address 

Confirm Email Address 

Phone (### ### #####) 

Fax (### ### #####) 

0 Hospital summary Report Opt·in 
Please send an email notifiCation to the hospital email addresses listed abOve that 
summariZes all HCPs enrolled in the ESAAPPRISE Oncology Program at our hospital 
each time a new HCP affiliated With our hospital enrolls in the program. Note: You will 
automatically be notified when an affiliated HCP is removed from the ESA APPRISE 
Oncology Program, regardless of reason or cause. 

I Update Profile J 

Hospital HCP Enrollment Management Report Access 

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

Hospital usemame Password 
--·~---------~.-2----~-----~ 

[ Update I 
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ESA APPRISE Oncolooy Program Hospital Designee» Change Password 

Change Password 

New Password 

Confirm New Password 

[ Cancel ] I Change Password I 
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Hospital HCP Management Report 

Hospital Information 

HOSPITAL ADDRESS 
Dakota Health System 
123 Main St 
Los Angeles. CA 90001 

Hospital HCP Management Report 

EnrollmentiD ' First Name 

;548789 1John !smith 
-· j ___ '. ----

Last Name 

~~~4-~_2 ____ . -- ----- ----- -~~~~----- --- ______________ :~)~_!~f!l_l~ 
i457687 !Allison ;Tennant 

[Pfffit] 
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Designation 
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Completed Date 

01/2412010 

03/0312010: 
. --···- -.... -- ~ ·-- . 

03/3012010' 



FAQs 
Questions 

wnat is a REMS? 

wno must enrol! In the ESA APPRISE OncolOgy Proqram? 

wnat are ffiP consequences of not tratntng aM enro11mq in tne ESA APPRISE oncology PrOO@m? 

Ho·N tong ~·.1!1 th!s enronment tak"" ano can m.· nurse or office manaoer enro!! rorme? 

vvny do I neeq to gr:e out a Me<1ica!19o Guide rr my practv·e ha~ deye!Qped our own educational pieces? 

We uhhze standard rorms for documenting oatient consen' Can we modJ!y our exlsMg consPn! form to be !1ke the 
acknro\1ertgmentform you provjded? 

can the discussjon v:ith the patient on ESA nsks and benerrts be conducted by a nurse or ottler qualified heallt't care 

~ 

I enrolled In the ESA APPRISE Oncc!or;r,: Prooram through my office but now I wan' to Initiate a ney: courg or ESA therarr: to 
a oath?n~ in the hOSpital poI have t9 TMnroJl? 

Can pali€n!s stm receive their ESAs ffthere Is no enro1!ed provider on site on ttJP a-::tua1 dav or inf<>ction? 

When 11reat a oatien' Wtjh cancer 10 my pnvate practjce do 1 need to send th~> sJgoed oatient ackngw!edgment fonn to tne ESA 
APPRISE Oncolooy PrOiJIC3m CaJ1 Center prior to Mm1nistenng the ESA? 

Should I be concerned jn sendlilQ ill\' pa~ient's name on the patient ackOO\':!edgm.c.ol form to fhP ESA APPRISE Oo::o!ogy 
Proaram Can Center? 

Answers 
What IS a REMS? 
A Risk EvaluatiOn and Ml1igatkln Strategy (REMS) Is a program estaDUshed under me FOOd and Drug A<lminlstrabon 
Amen<lmen1S Acl (FDAAA) of 2007. FOAM grants FDA the authOiity 10 require a drug manufacturer to develop and 
ImplementatiOn a REMS 1! FDA del ermines that a REMS Is ne<:essaf'l to ensure that me Denellls of a drug outwelg!lthe riSkS. 
This provisiOn took enect on March 25, 2008. LinkS to approved REMS can be foun<f on tne FDA webSite at httP f!'.\y:w fda goy 
/DrugsJDmgsafetvfPostmartetOrugSafetvlnfaanationfor?atientsanaproyiders! 
ucm111350 htm. 

FDA has <lelermlned that a REMS IS ne<:essa<y for aH mall<eted erytllropotesis Stimuta~ng agents (ESA) (AranespO, Epogen' 
and Procrtt'j. 

~ 

Who must enroll In 1llo ESA APPRISE Oncology Program? 
All heallhcare providers (HCPs),lnclusiVe of licensed non-physicianS. whO pres<:ril>e or prescrtbe and diSpense ESAs to treat 
cancer patients for lhelr anemia must enroll in the ESAAPPRISE OncolOgy Program. 

In a<!<lition to HCPs, lor each hospital that dispenseS an ESA for patients with cancer. a Hospl1al Designee, e.g. pharmacy 
d~ector or omer Hospital Designee. must enroll in the ESA APPRISE Oncology Program. 

~ 

What are 1110 consequences or not lralnlng an4 enrontng 1n 111e ESAAPPRJSe oncology Program? 
Failure to comply with program requlrements,llclu<ling training and enronmem, wiU resun In suspension of access to ESAs. 

~ 

HOw long wtii!IIIS enrollment toke and can my ftUIH or olllce mamgeronrou forme? 
The training and enrOllment ShOuld ta1<e approximatelf 10-15 minutes to complete and can be completed on this webSite or 
lacllltated lly field-based company represenlalives. The ESAAPPRISE OncOlOgy Program requireS mat lhe actual prescrilllng 
HCP complete the training and enronment in the program. 

~ 

Why do I nHd to giYo out a Medication CulciO It my pr;tCIIce liaS develOped our own educatiOnal piOCH? 
The Med~atlo<l Guide for the drug you are pres<:rtblng (AranespS, Epogene or Procrtts) must De used as the review tool in 
counseling patJents on me r1s1<s or !hal ESA Your educational ple<:es can be gtven together wilh the Medication Guide. but 
cannot replace it 

~ 

WO utillzo stanclonl forms for documenting patient consent. can we modify our ox1S11ng consent fonn to bo Ukellle 
aeknOWIOdgmont form you provided? 
The Program requires the risk: benefit discussion be documented using the ESA APPRISE Oncology Program Patient and 
HeallllCare ProfeSSIOnal (HCP) AcknOWledgment Form. 

To Jearn more about allowed changes to the Patient AcknOwledgment Form. please refer to the Gukfelines ror Pabent 
AcknOWledgment Form Integration wilhtn Healthcare Systems and Clinics nasheam. 
~ 

can 1110 discussion willlllle patient on ESA riSks an4 bonoii1S bo conduc:t.d by a nurse or oilier quallfled IIHIIh care 
professional? 
ThiS program specifically requires that heallhtare provlc)ers whO prescrit>e or prescribe and diSpense ESAs conduct and 
document the ESA risk: benefit discussion. However. nurses and Other quali!!ed health care professiOnalS may still De involved tn 
lhetr standard patient educatiOn processes. 

~ 

lonroiiO<IIn tile ESAAPPRISIOncoJogy Program lllrougn my omco, blllnowlwantto ln11131o a now course ofESA 
lllorapy to a patient In tile hospitaL Do llllve to -1? 
No, a single enrollment Will apply across aH your practice locatiOnS. 

~ 

can palionts still rtetlvelllelr ESAs It 111orw Is no onrollocl pn>Yider on slla on tile -•1 day or lnjoction? 
Yes, as lOng as the patient receMng the ESA was given the_ MedicaiiOrl Guide, had the risk:Deneflt discussion and signed the 
Patient AcknOWledgment Form with the Jrained and enrolled prescriber a! the ESA prior to receiving me Injection 

~ 

When I trut a patient w1t11 cancer In my private praca ... do 1 nHd to send tile .11V!1J11 patient acl<no-gmont tonn to 
1110 ESA APPRISE Oncology P'rogram caD Cent.r prior to admlnJstollng tile &SA? 
No, the form can be sent alter lhe ESA has been admlnlstere<l. 

~ 

Should lbo conctmed In sending my patient's name on 111o patient aclmOWIOdgmont tonn to 1110 ESA APPRISE 
Oncology Program can Center? 
No, by signing the patient acknOwledgment the patient has only authoiiZed hlslller name to be sent to me ESAAPPRISE 
Oncology Program Cab Center. 

~ 
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Contact Us 
For questions on the ESAAPPRISE Oncology Program contact the ESAAPPRISE Oncology Program Call Center at 
1-866~284-8089, Monday through Friday between the hours of8:00 AM to s:oo PM {ET). You may also contact your local Amgen 
or Centocor Ortho Biotech Products, LP. Field Representative for further assistance. 

If you enroll via the paper ESA APPRISE Oncology Program Enrollment Form, the completed form can be faxed to 
1-866-553-8124. 
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ESA REMS Requirements for Healthcare Providers (HCPs) and Hospitals 

ESA APPRISE (Assisting 
Providers and cancer Patients 

with Risk Information for 
the Safe use of ESAs) 

Oncology Program* 

.I 

./ 

./ 

.I 

./ 

./ 

ESA REMS Requirements for 
Healthcare Providers (HCPs) and Hospitals 

Dispense Medication Guide to patients to support informed 
decisions between the patient and his or her HCP 

HCP certification via training and enrollment 

Hospital certification via training and enrollment 

Certified HCP and patient documentation of 
risk:benefit discussion 

Confirmation of compliance with program 
requirements via site audits 

Failure to enroll or re-enroll will result in suspension 
of access to ESAs 

IE SA 

Other 
~!lildkatiom; 

if 

*The ESA APPRISE Oncology Program is designed for oncology and hematology HCPs treating patients for 
their cancer. 

Aranesp"' (darbepoetin alfa), Epogen'" (epoetin alfa)/Procrit'" (epoetin alfa) are different drugs with distinct dosing schedules. 
Please see the Aranesp'". Epogen'". and Procrit'" full prescribing information, •,"•o~!!~~J1~ 

·.· '. ·--.~ ·--~!::·pr._:;:,_,~'--- . 
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For the use of erythropoiesis stimulating agents (ESAs*) Aranesp® (darbepoetin a/fa). Epogen® (epoetin a/fa). 
or Procrit® (epoetin a/fa) in patients with cancer 
To become certified, healthcare providers 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. 

Check one: 0 New enrollment 0 Re-enrollment (required every 3 years) 
Enter your enrollment ID #: D D D D D D D D D D (for re-enrollment only) 

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

- I 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. 

- I understand that ESAs increased the risk of death from cardiovascular and thromboembolic reactions in 
clinical studies in patients with cancer treated with ESAs. 

- I understand that in order to decrease these risks, the lowest dose of ESAs should be used to avoid red 
blood cell transfusions. 

- I 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. 

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

- I 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. 

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

- I understand that ESAs have not been shown to improve quality of life, fatigue, or patient well-being. 
- I understand that ESAs should be discontinued following the completion of a chemotherapy course 

of treatment 
• I have reviewed the ESA APPRISE Oncology Program requirements and agree that: 

- I will discuss my patient's questions or concerns about Aranesp® or Epogen®/Procrit®. 

When I prescribe and dispense an ESA to I will provide an Aranesp® or Epogen®/Procrit® Medication Guide to 
a patient with cancer in my clinic, when each oncology patient at the initiation of each new course of the 
an ESA is dispensed for administration respective ESA therapy. After initiation of treatment, and for as long 
under my supervision to a patient as treatment continues, I will provide the appropriate Aranesp® or 
with cancer in an infusion center; or Epogen®/Procrit® Medication Guide to each oncology patient once a 
when I prescribe or order an ESA for month during regular office visits-or, if regular office visits occur 
a patient with cancer in a hospital: less frequently than once a month, at the next regularly scheduled 

office visit 
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• I will review the contents of the respective Medication Guide with the patient, counsel each patient on 
the risks (increased mortality, serious cardiovascular and thromboembolic reactions, and increased risk of 
tumor progression or recurrence) and benefits of Aranesp® or Epogen®/Procrit® I am prescribing to my 
patient before each new course of the respective ESA therapy. I will document that the discussion with each 
patient has occurred by signing the ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form and by obtaining the patient's signature. 
- By signing the patient section of the form, the patient acknowledges the following: 

• I acknowledge that prior to receiving my first dose of Aranesp® or Epogen®/Procrit® therapy: 
- I have read and understand the Aranesp® or Epogen®/Procrit® Medication Guide that my healthcare 

professional has given to me. 
- I have had all my questions or concerns about Aranesp® or Epogen®/Procrit® or my treatment answered 

by my healthcare professional. 
- I am aware that using Aranesp® or Epogen®/Procrit® may make my tumor grow faster or I may get 

serious heart problems such as heart attack, stroke, heart failure, or blood dots, and I may die sooner. 

- By signing the HCP section of the form, as a healthcare provider enrolled in the ESA APPRISE Oncology Program, 
I acknowledge that prior to prescribing my patient's first dose of Aranesp® or Epogen®/Procrit® therapy: 
• I provided my patient with the appropriate Aranesp® or Epogen®/Procrit® Medication Guide and 

instructed the patient to read it carefully before signing this form. 
• I counseled my patient on the risks and benefits of Aranesp® or Epogen®/Procrit®, using the respective 

Medication Guide as the review tool in counseling the patient 
• I discussed all concerns and answered all questions my patient had about Aranesp® or Epogen®/Procrit® 

or his/her treatment to the best of my ability. 
• The patient signed the Acknowledgment Form in my presence. 

When I prescribe and • I will send a signed copy of the ESA APPRISE Oncology Program Patient and 
dispense an ESA to a patient Healthcare Professional Acknowledgment Form (or modified ver,sion consistent 
with cancer in my clinic, or with the allowable changes) back to the ESA APPRISE Oncology Program Call 
an ESA is dispensed for Center and retain a copy for my records. 
administration under my • 1 agree that the ESA obtained for use in my patients with cancer will not be 
supervision to a patient with prescribed and dispensed by an uncertified HCP. 
cancer in an infusion center: • 1 will ensure the ESA that I prescribe will be dispensed under my supervision. 

When I prescribe or order. • I will provide the completed ESA APPRISE Oncology Program Patient and 
an ESA for a patient with Healthcare Professional Acknowledgment Form (or modified version consistent 
cancer in a hospital: with the allowable changes) to the Hospital Designee responsible for maintaining 

and storing the forms or the forms may be archived electronically through an 
electronic medical record system as long as they are retrievable. 

• I will comply with any program monitoring and 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---------- E-mail ______________ _ 

My primary practice location is (select one): 0 Private Practice-Based Clinic 
0 Hospital or outpatient facility affiliated with a hospital/institution 

Practice location name-------------------------------­

Practice address------------------------

City---------------State ZIP------

Practice contact name Phone------- Ga~cfe~J~ 
~i~h~·~andcancer Patients with 

. Risk infotfrtatiori:flirth~ SQfe use of. ESAs . ~.;-;.:~:~:-::?\~:(} 
·:\~·';::~->f~~~·r:----. 



.·.·· .•. ~~\.~\iJ1AN~<§)jJ5~1.izy ;p.~JPejJ:J) ·.·. ··.·.·• .· .. 
iJiJJ?:vltmiJ5 :,.ti)),)jJ i}~y ,;:t~::HJ}sg-if:~ )?;(01"'031~~3 

Additional practice location (if applicable): 
Select one: 0 Private Practice-Based Clinic 

0 Hospital or outpatient facility affiliated with a hospital/institution 

Ori<:ol'1gy ; .·. · 

Practice location name----------------------------------
Address _________________________________________________________________ _ 

City----------------,-----------------------State--------ZIP---------­

Practice contact name----------------------Phone---------
Fax _____________ E-mail _________________________ _ 

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

Additional practice location (if applicable): 
Select one: 0 Private Practice-Based Clinic 

0 Hospital or outpatient facility affiliated with .a hospital/institution 

Practice location name----------------------------------

Address __________ ~----------~------------------------------------------

City ---------------------State _______ ZIP-------

Practice contact name----------------------- Phone-----------------
Fax _____________ E-mail ______________ --'------------

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

Additional practice location (if applicable): 
Select one: 0 Private Practice-Based Clinic 

0 Hospital or outpatient facility affiliated with a hospital/institution 

Practice location name----------------------------------
Address ______________________________________________ _ 

City-----------------------------------State----------ZIP------­

Practice contact name-----------------------Phone-------------
Fax _____________ E-mail _________________________ _ 

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 e-mail 
(or by fax if no e-mail address is provided) within l business day of receipt of this completed form. Within 5 business 
days of enrollment confirmation, an HCP Program Starter Kit including ESA APPRISE Oncology Program Patient and 
Healthcare Professional (HCP) Acknowledgment Forms and ESA Medication Guides will be shipped to each private practice 
location listed above. Your enrollment identification number will be required on every patient acknowledgment form. 
For questions regarding the ESA APPRISE Oncology Program, please visit the ESA APPRISE Oncology Program website 
at www.esa-apprise.com, contact your local Amgen or Centocor Ortho Biotech Products, L.P. Field Representative, 
or call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089. 

*ESA=erythropoiesis stimulating agent (ESA; Aranesp" /Epogen® /Procrit®) 
Aranesp" and Epogen" /Procrit" are different drugs with distinct dosing schedules. 
Aranesp"' and Epogen» are registered trademarks of Amgen Inc. 
Procrit® is a registered trademark of Centocor Ortho Biotech Products, LP. Ga~e~~ 
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APPRISE 
ONCOLOGY PROGRAM 

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

Training Module for Healthcare Providers 



This ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use of ESAs) Oncology Program 
Training Module is the core requirement for enrollment within the ESA APPRISE Oncology Program, developed by Amgen and 
Centocor Ortho Biotech Products, L.P. The ESA APPRISE Oncology Program is part of a Risk Evaluation and Mitigation Strategy 
(REMS). Food and Drug Administration (FDA) has determined that 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 shown in clinical 
studies of patients with breast, non-small cell lung, head and neck, lymphoid, and cervical cancers. 

This training module is intended for HCPs who prescribe or prescribe and dispense ESAs for patients with cancer. 

The goals of the REMS for Aranesp® and Epogen® /Procrit® are: 

• To support informed decisions between patients and their healthcare providers (HCPs) who are considering treatment with 
Aranesp® or Epogen® /Procrit® by educating them on the risks of Aranesp® or Epogen® /Procrit®. 

• For treatment of patients with cancer, the goal of the REMS, as implemented through the ESA APPRISE Oncology Program, is to 
mitigate the risk of shortened overall survival and/or increased risk of tumor progression or recurrence. 

FAILURE TO ENROLL IN THE ESA APPRISE ONCOLOGY PROGRAM 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® to cancer patients. 

The ESA APPRISE Oncology Program Training Module features four sections: 
Section 1: Key safety information for the use of ESAs in 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. 
Aranesp® and Epogen"' are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration aspart of(i,Ri~k;f:'valuatkm· 
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KEY SAFETY INFORMATION FOR USE 
OF ESAs IN PATIENTS WITH CANCER 



1. 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). 

Chemotherapy 
Cancer Study 1 
Metastatic breast cancer (n=939) 

Cancer Study 2 
Lymphoid malignancy (n=344) 

Cancer Study 3 
Early breast cancer (n=733) 

Cancer Study 4 
Cervical cancer (n=ll4) 
Radiotherapy Alone 

Cancer Study 5 
Head and neck cancer (n=351) 

Cancer Study 6 
Head and neck cancer (n=522) 
No Chemotherapy or Radiotherapy 
Cancer Study 7 
Non-small cell lung cancer (n=70) 
Cancer Study 8 
Non-myeloid malignancy (n=989) 

12-14 g/dl 

13-15 g/dl (M) 
13-14 g/dl (F) 

12.5-13 g/dL 

12-14 g/dl 

;;,15 g/dl (M) 
;;,14 g/dl (F) 

14-15.5 g/dL 

12-14 g/dl 

12-13 g/dl 

12.9 g/dL 
12.2. 13.3 g/dl 

11.0 g/dl 
9.8. 12.1 g/dl 

13.1 g/dl 
12.5. 13.7 g/dl 

12.7 g/dl 
12.1. 13.3 g/dl 

Not available 

Not available 

Not available 

10.6 g/dl 
9.4, 11.8 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 
Centocor Ortho Biotech Products. L.P. 
Aranesp® and Epogen®/Procrit<~> are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as partof~,~~~·~'~¥'\~~a~lon 
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Decreased 12-month survival 

Decreased overall survival 

Decreased 3 yr. relapse-free 
and overall survival 

Decreased 3 yr. progression-free and overall 
survival and locoregional control 

Decreased 5 yr. locoregional progression­
free survival 
Decreased overall survival 

Decreased locoregional disease control 

Decreased overall survival 

Decreased overall survival 

Goe~~~J!~ 
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2 ESAs increase the risk of serious cardiovascular and thromboembolic reactions. 

An increased incidence of thromboembolic reactions, some serious and life-threatening, occurred in patients with cancer 
treated with ESAs. In a randomized, placebo-controlled study (Cancer Study 1) 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. Based on Kaplan-Meier estimates, at the time of study termination, the 
12-month survival was lower in the epoetin alfa group than in the placebo group (70% vs. 76%; HR 1.37, 95% Cl: 1.07, 1.75; P = 0.012). 

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 
Centocor Ortho Biotech Products. L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. -o~!!~~J!~ 
This document has been required by the US Food and Drug Administration as p(irtofa R,: 
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APPROPRIATE USE OF ESAs 
FOR PATIENTS WITH CANCER 
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• 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 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. 

Please see the full Prescribing Information for Procrit® regarding the pediatric use of Procrit®. The safety and efficacy of Aranesp® 
in pediatric cancer patients have not been established. 

Aranesp"' and Epogen"' are registered trademarks of Amgen Inc. Procrit"' is a registered trademark of 
Centocor Ortho Biotech Products. L.P. 
Aranesp"' and Epogen"'/Procrit"' are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of a ,Risk.Eva,luation 
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HCP requirements for patient education and counseling 

The ESA APPRISE Oncology Program requires HCPs to educate and counsel patients 
utilizing these program materials in the following manner: 

• Provide the appropriate ESA Medication Guide to each patient prior to each new 
course of ESA therapy, review its contents, and counsel each patient on the risks 
and benefits of ESAs. 

• Inform each patient that ESAs are associated with the following risks: increased 
mortality, serious cardiovascular and thromboembolic reactions, and increased risk 
of tumor progression or recurrence. 

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

• Document that the risk:benefit discussion with the patient has occurred by completing 
and signing the ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form. 

• In a private practice-based setting, return the form (or modified version consistent with 
the allowable changes) via mail or fax (preferred method) to the ESA APPRISE Oncology 
Program Call Center as instructed on the acknowledgment form; maintain a copy of 
the signed ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form on-site. 
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• If you are in a hospital setting, provide the completed form (or modified version consistent with the allowable changes) to 
the Hospital Designee responsible for maintaining and storing the forms or the forms may be archived electronically through 
an electronic medical record system as long as they are retrievable. 
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• To learn more about allowed changes to the Patient Acknowledgment Form, please refer to the Guidelines for Patient 
Acknowledgment Form Integration within Healthcare Systems and Clinics flashcard accessible at www.esa-apprise.com in 
the Forms and Resources section. 
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Hospitals and prescribers in private practice clinics that are 
enrolled in the ESA APPRISE Oncology program may modify 
the 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 forma«lng-related changes Include: 

• Removal of title, instructions, and footnoted text 

• Addition of patient identifier anc:tlor clinic/hospital identifiers 
(e.g., name and/or logo, barcodes) 

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

--i NO changes should be made to boxed content 

Aranesp"' and Epogeno» are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp<ll and Epogen<~>jProcrit0 are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of~ ~~~k.~Yilllli:l~ipr)· 
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Failure to comply with the ESA APPRISE Oncology Program requirements, 
including enrollment, will result in suspension of your access to ESAs. 

A re-enrollment period will occur every 3 years for this program. You will be notified when re-enrollment is required. 

Upon completion of this enrollment process you will receive an ESA APPRISE Oncology Program enrollment identification (I D) 
number via e-mail. Your enrollment ID number will be required on every patient acknowledgment form. 

Once you have enrolled, you will receive the HCP Program Starter Kit to assist you in implementing the ESA APPRISE Oncology 
Program. The HCP Program Starter Kit will be shipped to each private practice location listed on your enrollment form. 

Materials provided in the HCP Program Starter Kit: 

• ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Forms 

• Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa). and ~rocrit® (epoetin alfa) Medication Guides 

• Prepaid Reply Envelopes 

• Guidelines for Patient Acknowledgment Form Integration within Healthcare Systems and Clinics 

Should you have any questions during this training and enrollment process, ask your local Amgen or Centocor Ortho 
Biotech Products, L.P. Field Representative. You may also call the ESA APPRISE Oncology Program Call Center at 
1-866-284-8089. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of a ~.i.s~ ;y<lluation 

r:: .,~:,::~~~·tJ~~;~?~~y!~~~~~~:_:~!0r~::~~-~~:::~,~~-~9~::,~9~:rcr.'~"-;~?,~1i~;"~)~JH~'?;~~:~·~~;!~l?1:~:·tl::;m~ ?' 

-o~~~~J~! 
AsSisting Providers and cancer Patients with 
Risk lrlfofrhoHotlfo(the Safe use of ESAs 



SECTION l4/) 
HEALTHCARE PROVIDER ENROLLMENT 

I 
n 
-u 

z 
0 
~ 
~ 



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 in 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, 
including enrollment, will result in suspension of your access to ESAs. 
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follow these 3 steps to enroll and participate in the ESA* APPRISE Oncology Program: 
Failure to comply with the ESA APPRISE Oncology Program will result in suspension of your access to ESAs (Aranesp® and Epogen®/Procrit®). 
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Train 
Complete the ESA 
APPRISE Oncology 
Program training, which 
includes a review of the 
risks of ESA therapy and 
appropriate use of ESAs in 
patients with cancer. 
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{ 
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Enroll 
Enroll in the ESA 
APPRISE Oncology 
Program by completing 
the ESA APPRISE 
Oncology Program 
Enrollment Form for 
Healthcare Providers. 

To train and enroll, contact your local Amgen or Centocor 
Ortho Biotech Products, LP. Reid 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. 

3 

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

Inform 
Prior to each new course of ESA therapy: 
• Provide and review the appropriate Medication Guide and counsel 

each patient on the risks and benefits of ESAs. Review ESA risk:benefit 
information with your patient and answer any questions he/she 
may have. 

• Document that the ESA risk:benefit discussion occurred using the 
ESA APPRISE Oncology Program Patient and Healthcare Professional 
(HCP) Acknowledgment Form. Fill in your ESA APPRISE Oncology 
Program enrollment ID number and ensure both you and your patient 
sign the form. 

• If you are in a private-practice setting, send the form (or modified 
version consistent with the allowable changes) by facsimile to the 
ESA APPRISE Oncology Program Call Center at 1-866-553-8124 or mail 
using the prepaid envelope to P.O. Box #29000, Phoenix, AZ 85038 
and retain an archival copy of the form. 

• If you are in a hospital setting, provide the completed form (or modified 
version consistent with the allowable changes) to the Hospital Designee 
responsible for maintaining and storing the forms or the forms may be 
archived electronically through an electronic medical record system as 
long as they are retrievable. 
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ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form (Acknowledgment Form) 

For the use of erythropoiesis stimulating agents {ESAs*) Aranesp® (darbepoetin a/fa), Epogen® (epoetin a/fa), 
or Procri~ (epoetin a/fa) in patients with cancer 

Instructions for Healthcare Providers 
0 Review the contents of the appropriate 

Medication Guide with your patient. 

8 Counsel your patient on the risks 
and benefits of Aranesp® or Epogen®/ 
Procrit® before each new course of 
ESA therapy. 

0 Complete each section of the form 
as required with your patient. 

In private-practice clinics 
Fax the completed form (or modified version consistent with the allowable 
changes) to the ESA APPRISE Oncology Program Call Center at 1-866-553-8124 
or mail a copy using the prepaid envelope to the ESA APPRISE Oncology 
Program Call Center at P.O. Box # 29000, Phoenix, AZ 85038. Keep a record of the 
signed Acknowledgment Form. The Acknowledgment Form must be available to 
the ESA APPRISE Oncology Program for monitoring/auditing purposes in a 
manner that does not require disclosure of the patient's medical record. 

In hospitals 
Provide the completed form (or modified version consistent with the allowable 
changes) to the Hospital Designee responsible for maintaining and storing 
the forms or the forms may be archived electronically through an electronic 
medical record system as long as they are retrievable. 

Patient Acknowledgment of Receipt of Aranesp®, Epogen®, or Procnt® Medication Guide and ESA Risk:Benefit Discussion 
and Authorization for Release of this Acknowledgment Form (Required) 

Printed patient name 

Signature of patient or patient representative 

-1-1-
Date (MM/DD/YY) 

Printed name of patient representative 

Relationship to patient (if applicable) 

Aranesp® and Epogen®jProcrit® are different drugs and your doctor will decide which 
one is right for you. 
I acknowledge that prior to receiving my first dose of Aranesp® or Epogen®/Procri!® therapy: 
• I have read and understand the Aranesp® or Epogen®/Procrit® Medication Guide that 

my healthcare professional has given to me. 
• I have had all my questions or concerns about Aranesp® or Epogen®/Procrit® answered 

by my healthcare professional. 
• I am aware that using Aranesp® or Epogen®/Procrit® may make my tumor grow faster 

or I may get serious heart problems such as heart attack, stroke, heart failure, or blood 
clots, and I may die sooner. 

• I hereby authorize my healthcare provider to release and disclose this Acknowledgment 
Form or a copy of this Acknowledgment Form to the Program Sponsors {Amgen 
and Centocor Ortho Biotech Products, LP.) and their contracted data management 
administrator {Administrator) solely for the purpose of allowing the Program Sponsors 
and Administrator to monitor compliance with the Program. 

• I also authorize the Sponsors and/or Administrator to contact my Healthcare 
Professional to collect, enter and maintain my Acknowledgment Form information 
in a database, and to make submissions to government agencies, including the 
FDA, regarding Program effectiveness, or as required by law. 

• I understand that once my Acknowledgment Form information has been disclosed to 
the Program Sponsors and Administrator, federal privacy laws may no longer protect 
the information and it may be subject to re-disclosure. However, the Program Sponsors 
and Administrator agree to protect my information by using it and disclosing it only 
for the purposes described above. 

• I understand that I may revoke this Authorization at any time by faxing a signed, 
written request to the ESA APPRISE Oncology Program Call Center at 1-866-553-8124. 

• I understand this Authorization expires ten ~0) years from the date of my signature. 
or earlier, if required by applicable law. Further, I understand I have a right to receive 

......................................................................... ~.~~P.~.?.~!~!~.~~-~~~~!!~~: ........................................................................... . 
Healthcare Professional Acknowledgment (Required) 

DDDDDDDDDD 
Prescriber Enrollment 10# 

Signature of prescriber 

Printed name of prescriber 

-1-1-
Date (MM/DD/YY) 

{Pre-populated information) 
SiteiD 
Site Name 
Site Address {Address, City, State, Zip) 

I acknowledge that prior to prescribing my patient's first dose of ESA therapy: 
• I provided my patient with an ESA drug Medication Guide and instructed the patient 

to read it carefully before signing this form. 
• I counseled my patient on the risks and benefits of ESAs, using the Medication Guide 

as the review tool in counseling the patient. 
• I discussed all concerns and answered all questions my patient had about ESAs or 

his/her treatment to the best of my ability. 
• The patient signed the Acknowledgment Form in my presence. 

*Aranes~ and Epogen'"/Procrtt® are different drugs with distinct dosing schedules. 
Aranes~ and Epogen'" are registered trademarks of Amgen Inc. Procrtt® is a registered trademark 
of Ceiltocor Ortho Biotech Products, LP. 
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 Procrtt®. V306/ll 
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For the use of erythropoiesis stimulating agents (ESAs} Aranesp® (darbepoetin alfa), 

Epogen® (epoetin alfa), or Procrit® (epoetin alfa) in patients with cancer 

Patient Education and Documentatioa1 Requirement5 
for Healthcare Providers (HCPs) 
Prior to each new course of ESA therapy: 

.. Provide and review the appropriate Medication Guide and counsel each patient on the 

risks and benefits of ESAs. Review ESA risk: benefit information with your patient and 

answer any questions he/she may have. 

• Document that the ESA risk:benefit discussion occurred using the ESA APPRISE Oncology 

Program Patient and Healthcare Professional (HCP) Acknowledgment Form. Fill in your 

ESA APPRISE enrollment ID number and ensure both you and your patient sign the form. 

If you are in a private-practice setting, send the form (or modified version consistent with 

the allowable changes) by facsimile to the ESA APPRISE Oncology Program Call Center at 

1-866-553-8124 or mail using the prepaid envelope to P.O. Box #29000, Phoenix, AZ 85038 

and retain an archival copy of the form. 

If you are in a hospital setting, provide the completed form (or modified version consistent 

with the allowable changes) to the Hospital Designee responsible for maintaining and 

storing the forms or the forms may be archived electronically through an electronic medical 

record system as long as they are retrievable. 

Aranesp"' and Epogen"' are registered trademarks of Amgen Inc. Procrit"' is a registered 
trademark of Centocor Ortho Biotech Products, L.P. 
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"'. 



HCP Program Starter Kit Conterrts 
"Aranesp® (darbepoetin alfa) Medication Guides 

.. Epogen® (epoetin alfa) Medication Guides 

"Procrit® (epoetin alfa) Medication Guides 

" ESA APPRISE Oncology Program Patient and 

Healthcare Professional (HCP) Acknowledgment Forms 

e Prepaid Reply Envelopes 

" Guidelines for Patient Acknowledgment Form 

Integration within Healthcare Systems and Clinics 

To request additional HCP Program Starter Kits, 

contact your local Amgen or Centocor Ortho 

Biotech Products, L.P. Field Representative or 

call the ESA APPRISE Oncology Program Call 

Center at 1-866-284-8089. 

Aranesp" and Epogen"' /Procrit'" are different drugs with distinct dosing schedules. 
Aranesp"' and Epogen"' are registered trademarks of Amgen Inc: Procrit'" is a registered 
trademark of Centocor Ortho Biotech Products, L.P. 
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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For the use of erythropoiesis stimulating agents {ESAs*) Aranesp® (darbepoetin a/fa), Epogen® (epoetin a/fa), 
or Procrit® (epoetin a/fa) in 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 your hospital. 

Check one: 0 New enrollment 0 Re-enrollment (required every 3 years) 

Enter your enrollment ID#: DDDDDDDDDD (For re-enrollment only) 

By completing enrollment, I agree to the following on behalf of my hospital: 
• I have been designated by hospital management to assume the authority and responsibility to internally 

coordinate and oversee the ESA APPRISE Oncology Program requirements in my hospital. 
• I have completed the ESA APPRISE Oncology Program Training Module for Hospital Designees. 

Oncology-· .. -

• I understand that if healthcare providers (HCPs) in my 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®/Procri!® for my hospital. 

• I will inform all Aranesp~ or Epogen®/Procrit® prescribers at my hospital of the ESA APPRISE Oncology Program 
training and oncology prescriber certification requirements. 

• I will establish or oversee the establishment of a system, order sets. protocols, or other measures designed to 
ensure that, in my hospital: 
- Aranesp® or Epogen®/Procrit® is only dispensed to patients with cancer after verifying: 

• that the HCP who prescribed Aranesp® or Epogen®/Procrit® for patients with cancer has enrolled in the 
ESA APPRISE Oncology Program; and 

• that the discussion between the patient and ESA APPRISE Oncology Program-enrolled prescriber on the risks 
of Aranesp® or Epogen®/Procrit® therapy is documented by patient and prescriber signatures on the ESA 
APPRISE Oncology Program Patient and Healthcare Professional (HCP) 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 enrolled in the ESA APPRISE Oncology 
Program, the prescriber will be notified that he/she is not able to prescribe Aranesp® or Epogen®/Procrit® 
for patients with cancer. 

• I am authorized to oversee compliance with program monitoring and auditing to assess the effectiveness of the 
ESA APPRISE Oncology Program. 

• I will maintain evidence of compliance with the ESA APPRISE Oncology Program for monitoring and auditing 
purposes, as follows: 

A list of each HCP in my hospital who prescribes Aranesp® or Epogen®/Procrit® for cancer patients. 
- Documentation (i.e., unique enrollment ID number) that each HCP in my hospital who prescribes Aranesp® 

or Epogen®/Procrit® for patients with cancer is enrolled in the ESA APPRISE Oncology Program. 
Documentation of the risk:benefit discussion between certified prescriber and cancer patient by archival 
storage of the ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment 
Form for each cancer patient for whom an Aranesp® or Epogen®/Procrit® prescription was filled. 

Hospital Designee Information 

Authorized Hospital Designee name------------------ Title---------

Authorized Hospital Designee signature-.,--------------------- Date ____ _ 

Phone---------- Fax----------
E-mail _________________ -'---- -o~J!~~J~ 

~i~hg.J»ioviders and cancer Patients with 
Risk infohnatioh forJhii~of~ use of ESAs 

' '-'~b::,,, " 
~~~~......::-~----~-~~--"·---------~-~-'-·---~'-'"-~~- -



~j~J{~~~J/g:r~Jfc-JliJ . 
:]J~jUJ1Js :)~Jfj)rGtvs ~~J~5~t?::J \c:~ · 

'· : .. _.. . 

··;;~~~·<·, 
·oncology 

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 _______________________________________________ _ 

0 Same as address listed above 

Address ________________________________________ __ 

City------------------ State ____ ZIP ________________ _ 

Phone __________ Fax------------- E-mail ________________ _ 

An ESA APPRISE Oncology Program enrollment confirmation and an identification number will be sent via e-mail (or by fax if 
no e-mail address is provided) to each individual listed above within 1 business day of receipt of this completed form. This 
confirmation e-mail will also include instructions on how to access a report of healthcare providers (HCPs) at your hospital who 
are enrolled in the program. Upon 5 business days of enrollment confirmation, an HCP Program Starter Kit including ESA APPRISE 
Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Forms and ESA Medication Guides will be shipped 
to the address provided above. 

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

*Aranesp" and Epogen• /Procrit® are different drugs with distinct dosing schedules. 
Aranesp• and Epogen• are registered trademarks of Amgen Inc. Procrit• is a registered 
tradema1rk of Centocor Ortho Biotech Products, LP. -~~~J~ 
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This ESA APPRISE (Assisting Providers and cancer Patients with Risk Information for the Safe use ofESAs) Oncology Program Training 
Module is the core requirement for enrollment within the ESA APPRISE Oncology Program, developed by Amgen and Centocor 
Ortho Biotech Products, L.P. The ESA APPRISE Oncology Program is part of a Risk Evaluation and Mitigation Strategy (REMS). Food and 
Drug Administration (FDA) has determined that 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 shown in clinical studies of patients 
with breast, non-small cell lung, head and neck, lymphoid, and cervical cancers. 

This training module is intended for Hospital Designees at hospitals that dispense ESAs for patients with cancer. 

The goals of the REMS for Aranesp® and Epogen® /Procrit® are: 

• To support informed decisions between patients and their healthcare providers (HCPs) who are considering treatment with 
Aranesp® or Epogen®/Procrit® by educating them on the risks of Aranesp® or Epogen®/Procrit®. 

• For treatment of patients with cancer,- the goa[ of the REMS, as implemented through the ESA APPRISE Oncology Program, is to 
mitigate the risk of shortened overall survival and/or increased risk of tumor progression or recurrence. 

FAILURE TO ENROLL IN THE ESA APPRISE ONCOLOGY PROGRAM WILL RESULT IN 
SUSPENSION OF YOUR 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® to cancer patients as well as the requirements for Hospital Designees who must oversee 
this safety program at their respective Hospitals. 

The ESA APPRISE Oncology Program Training Module features four sections: 
Section 1: Key safety information for the use of ESAs in 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® full prescribing information, including 
Boxed WARNINGS, and Medication Guides. 
Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of~J~,isk,Evalua~iq_n 
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KEY SAFETY INFORMATION FOR USE 
OF ESAs !N PATIENTS WITH CANCER 
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1. 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). 

Chemotherapy 
Cancer Study 1 
Metastatic breast cancer (n=939) 

Cancer Study 2 
Lymphoid malignancy (n=344) 

Cancer Study 3 
Early breast cancer (n=733) 

Cancer Study 4 
Cervical cancer (n=114) 
Radiotherapy Alone 

Cancer Study 5 
Head and neck cancer (n=351) 

Cancer Study 6 
Head and neck cancer (n=522) 
No Chemotherapy or Radiotherapy 
Cancer Study 7 
Non-small cell lung cancer (n=70) 
Cancer Study 8 
Non-myeloid malignancy (n=989) 

12-14 g/dL 

13-15 g/dL (M) 
13-14 g/dL (F) 

12.5-13 g/dL 

12-14 g/dL 

0!15 g/dL (M) 
0!14 g/dl (F) 

14-15.5 g/dL 

12-14 g/dL 

12-13 g/dL 

12.9 g/dl 
12.2, 13.3 g/dL 

11.0 g/dL 
9.8, 12.1 g/dL 

13.1 g/dL 
12.5, 13.7 g/dL 

12.7 g/dL 
12.1, 13.3 g/dL 

Not available 

Not available 

Not available 

10.6 g/dL 
9.4, 11.8 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 
Centocor OrthoBiotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration aspart of,11J~i~k Eyaluation 
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Decreased 12-month survival 

Decreased overall survival 

Decreased 3 yr. relapse-free 
and overall survival 

Decreased 3 yr. progression-free and overall 
survival and locoregional control 

Decreased 5 yr. locoregional progression­
free survival 
Decreased overall survival 

Decreased locoregional disease control 

Decreased overall survival 

Decreased overall survival 
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2 ESAs increase the risk of serious cardiovascular and thromboembolic reactions. 

An increased incidence of thromboembolic reactions, some serious and life-threatening, occurred in patients with cancer treated 
with ESAs. In a randomized, placebo-controlled study (Cancer Study 1) 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. Based on Kaplan-Meier estimates, at the time of study termination, the 12-month survival was 
lower in the epoetin alfa group than in the placebo group (70% vs. 76%; HR 1.37, 95% Cl: 1.07, 1.75; P = 0.012). 

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 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of 
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SECTION~-) 
APPROPRIATE USE OF ESAs 

FOR PATIENTS WITH CANCER 
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• 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 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. 

Please see the full Prescribing Information for Procrit® regarding the pediatric use of Procrit®. The safety and efficacy of Aranesp® 
in pediatric cancer patients have not been established. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of a ~isk Eyaluation 
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PROGRAM REQUIREMENTS 
AND MATERIALS FOR 

HEALTHCARE PROVIDERS 
AND HOSPITAL DESIGNEES 
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HCP requirements for patient education and counseling 

The ESA APPRISE Oncology Program requires HCPs to educate and counsel patients 
utilizing these program materials in the following manner: 

• Provide the appropriate ESA Medication Guide to each patient prior to each new 
course of ESA therapy, review its contents, and counsel each patient on the risks 
and benefits of ESAs. 

• Inform each patient that ESAs are associated with the following risks: increased 
mortality, serious cardiovascular and thromboembolic reactions, and increased risk 
of tumor progression or recurrence. 

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

• Document that the risk:benefit discussion with the patient has occurred by completing · 
and signing the ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form. 

• In a private practice-based setting, return the form (or modified version consistent with 
the allowable changes) via mail or fax (preferred method) to the ESA APPRISE Oncology 
Program Call Center as instructed on the acknowledgment form; maintain a copy of the 
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signed ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Form on-site. 

• If you are in a hospital setting, provide the completed form (or modified version consistent with the allowable changes) to 
the Hospital Designee responsible for maintaining and storing the forms or the forms may be archived electronically through 
an electronic medical record system as long as they are retrievable. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part ofa Ri~.kEvaluation · 
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Hospital Designee Requirements 

• Assume the authority and responsibility to internally coordinate and oversee the ESA APPRISE Oncology Program requirements 
in your hospital. · 

• Complete the ESA APPRISE Oncology Program Training Module for Hospital Designees. 

• Understand that if HCPs in your 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 ESAs for your hospital. 

• Inform all Aranesp® or Epogen® /Procrit® prescribers at your hospital of the ESA APPRISE Oncology Program training and 
oncology prescriber certification requirements. 

• Establish or oversee the establishment of a system, order sets, protocols, or other measures designed to ensure that, in 
your hospital: 

- ESAs are only dispensed to patients with cancer after verifying: 

• that the HCP who prescribed ESAs for patients with cancer has enrolled in the ESA APPRISE Oncology Program; and 

• that the discussion between the patient and ESA APPRISE Oncology Program-enrolled prescriber on the risks of ESA 
therapy is documented by patient and prescriber signatures on the ESA APPRISE Oncology Program Patient and Healthcare 
Professional (HCP) Acknowledgment Form prior to initiation of each new course of ESA therapy. 

-If an HCP who prescribes ESAs is not enrolled in the ESA APPRISE Oncology Program, the prescriber will be notified that 
he/she is not able to prescribe ESAs for patients with cancer. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit<~ is a registered trademark of 
Centocor Ortho Biotech Products, LP. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
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1. 

• To learn more about allowed changes to the Patient Acknowledgment Form, please refer to the Guidelines for Patient 
Acknowledgment Form Integration within Healthcare Systems and Clinics flashcard accessible at www.esa-apprise.com in the 
Forms and Resources section. 
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Hospitals and prescribers In private practice clinics that. are 
enrolled In the ESA APPRISE Oncology program may modify 
the 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 formaHing-retated changes Include: 

• Removal of title. instructions. and footnoted text 

• Addition of patient identifier and/or cliniclhospi1al identifiers 
(e.g •• name and/or Jogo, barcodes) 

• Changes to make the form compatible with existing systems, 
including electronic. and paper.based systems 
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• Oversee compliance with program monitoring and auditing to assess the effectiveness of the ESA APPRISE Oncology Program. 

• Maintain evidence of compliance with the ESA APPRISE Oncology Program for monitoring and auditing purposes, as follows: 

-A list of each HCP in your hospital who prescribes ESAs for cancer patients 

-Documentation (i.e., unique enrollment ID number) that each HCP in your hospital who prescribes ESAs for patients with 
cancer is enrolled in the ESA APPRISE Oncology Program 

-Documentation of the risk:benefit discussion between certified prescriber and cancer patient by archival storage of the ESA 
APPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Form for each cancer patient for 
whom an ESA prescription was filled · 

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 
Centocor Ortho Biotech Products, L.P. 
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Failure to comply with the ESA APPRISE Oncology Program requirements, 
including enrollment, will result in suspension of your hospital's access to ESAs. 

A re-enrollment period will occur every 3 years for this program. You will be notified when re-enrollment is required. 

Upon completion of this enrollment process, you (and an alternate contact, if provided) will receive an e-mail with the ESA 
APPRISE Oncology Program enrollment ID number unique to your hospital. This enrollment ID number allows you to identify 
HCPs enrolled at your location, by clicking the Hospital Designee log-in at the top right of the ESA APPRISE Oncology Program 
website home page. You can also order more ESA APPRISE Oncology Program materials via www.esa-apprise.com using the 
hospital enrollment ID number. 

Once you have enrolled, you will receive the HCP Program Starter Kit to assist HCPs in your hospital in implementing the ESA 
APPRISE Oncology Program. 

Materials provided in the HCP Program Starter Kit: 

• ESA APPRISE Oncology Program Patient and Healthcare Professional (HCP) Acknowledgment Forms 

• Aranesp® (darbepoetin alfa), Epogen® (epoetin alfa), and Procrit® (epoetin alfa) Medication Guides 

• Guidelines for Patient Acknowledgment Form Integration within Healthcare Systems and Clinics 

Should you have any questions during this training and enrollment process, ask your local Amgen or Centocor Ortho Biotech 
Products, L.P. Field Representative. You may also call the ESA APPRISE Oncology Program Call Center at 1-866-284-8089. 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procrit® is a registered trademark of 
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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 in patients with cancer, and commits you to 
complying with the program requirements. 

Failure to comply with the ESA APPRISE Oncology Program requirements, 
including enrollment, will result in suspension of your hospital's access to ESAs. 
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Failure to comply with the ESA* APPRISE Oncology Program requirements will result in suspension of your hospital's 
access to ESAs [Aranesp® (darbepoetin alfa) and Epogen® (epoetin alfa)/Procrit® (epoetin alfa)]. 

1 Select a 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 (e.g., pharmacy director, Head of Hematology/Oncology Department). 

2 Complete Training 
The Hospital Designee must complete the ESA APPRISE Oncology Program 
training for the Hospital Designee. 

3! Enroll 
The Hospital Designee must enroll in the ESA APPRISE Oncology Program by 
completing the ESA APPRISE Oncology Program Enrollment Form for Hospitals. 

4 ' Implement 

To train and enroll, contact your local 
Amgen or Centocor Ortho Biotech 
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. 

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 prescribed Aranesp® or Epogen® /Procrit® for patients with cancer has enrolled in the ESA 

APPRISE Oncology Program. 
-If an HCP who prescribes Aranesp® or Epogen®/Procrit® is not enrolled in the ESA APPRISE Oncology Program, the prescriber 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-enrolled prescriber on· the risks of Aranesp® or Epogen® I 

Procrit® therapy is documented by patient and prescriber signatures on the ESA APPRISE Oncology Program Patient and Healthcare 
Professional (HCP) Acknowledgment Form prior to initiation of each new course of Aranesp® or Epogen® /Procrit® therapy. 
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ESA APPRISE Oncoloey Pro&nm Patient and Healthcue Professional (HCP) 
Acknowledcment Form (Acknowledcment Form) 
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Hospitals and prescribers in private practice clinics that are 
enrolled in the ESA APPRISE Oncology program may modify 
the Acknowledgment Form and present the modified form to 
patients in either paper or el(:!ctronic 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 
(e.g., 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 

The hospital or private practice must maintain evidence of compliance that the Acknowledgment Form 
was signed by both the patient and the prescriber prior to the initiation of a new course of ESA therapy. 
Private practices must provide the completed forms to the ESA APPRISE Oncology Program Call Center. 
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