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BL 103234 EPOGE~/ PROCRIT8 (EPOETIN ALFA) 

Manufactured by Amgen Inc. 1 

olle Amgen Center Drive, Thousand Oaks, CA 91320 
Telephone: 805-447-1000 

Epogen Marketed and Distributed by: Amgen Inc. 
One Amgen Center Drive, Thousand Oaks, CA 91320 

Telephone: 805-447-1000 

Amgen Inc. 

Procrit Marketed and Distributed by: Centocor Ortho Biotech Products, L.P. 
850 Ridgeview Drive, Horsham, P A 19044 

Telephone: 610-651-6000 

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 Epogen!Procrit by educating them on 
the risks ofEpogen!Procrit. 

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 Epogen!Procrit, Medication 
Guides will be provided in accordance with 21 CFR Part 208. 

B. Communication Plan 

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

Healthcare Professional Communication: Amgen will send a Dear Healthcare Provider 
Letter or Dear Director ofPharmacy/Administrator Letter (as applicable) to (1) non-

1 Amgen Inc. is the licensee under BLA I 03234. Although Amgen and Centocor Ortho Biotech have a contractual 
agreement under which Centocor Ortho Biotech is to carry out the responsibilities under the REMS for Procrit on 
behalf of Amgen, Amgen retains primary responsibility for all actions described in the REMS. 
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enrolled HCPs who prescribe2
, or prescribe and dispense, Epogen/Procrit for patients 

with cancer, and (2) non-enrolled hospitals that dispense Epogen/Procrit 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: 

• assistance with program training and enrollment 

• supports access to program materials 

The following materials are part of the REI\1S and are appended: 

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

• 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 dispense3 Epogen!Procrit for 
patients with cancer in private practice settings are specially certified. 

a. Amgen will ensure that appropriately licensed HCPs who both prescribe and 
dispense Epogen!Procrit 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. 

n. 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. 

2 For the purposes of this REMS, the terms prescribe or prescription include medication orders in the clinic or hospital 
settings. 
3 For purposes of this REMS, dispense in a private practice setting includes dispensing for administration in a 
prescriber's office or under the supervision of a prescriber, such as in an infusion center. 
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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 Epogen/Procrit 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. 

c. Amgen will: 

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

n. Ensure that HCPs retrain and re-enroll into the ESA APPRISE 
Oncology Program every 3 years, andre-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 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 Epogen/Procrit. 

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

IV. Ensure that printed copies of the Epogen/Procrit Medication Guides 
are available upon request through the ESA APPRISE Oncology 
Program Call Center. 

v. Ensure that, as 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 Program Healthcare Provider 
Flashcard 
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• Epogen/Procrit Medication Guides 

Amgen Inc. 

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

• HCP Program Starter Kit 

2. Healthcare providers who prescribe Epogen!Procrit for patients with cancer in 
hospitals are specially certified. 

a. Amgen will ensure that appropriately licensed HCPs who prescribe 
Epogen!Procrit for patients with cancer in hospitals 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. 

iii. 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 patient representative at the initiation of each new course of 
ESA therapy. After initiation of treatment, and for as long as 
treatment continues, provide an Epogen/Procrit 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 
ailowable 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. 

11. 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 
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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 HCP will maintain the same ESA APPRISE Oncology Program 
enrollment number. Failure to re-enroll will result in suspension of 
access to Epogen/Procrit. 

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

IV. Ensure that printed copies of the Epogen/Procrit Medication Guides 
are available upon request through the ESA APPRISE Oncology 
Program Call Center. · 

v. Ensure that, as 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 Program Healthcare Provider 
Flashcard 

• Epogen/Procrit Medication Guides 

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

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

a. Amgen will ensure that hospitals that dispense Epogen!Procrit 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. 

n. Agree to assume the authority and responsibility to internally 
coordinate and oversee the ESA APPRISE Oncology Program 
requirements in their hospital. 
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111. Agree to establish or oversee the establishment of a system, order sets, 
protocols, or other measures designed to ensure that the hospital is in 
compliance with the ESA APPRISE Oncology Program, such that: 

1. Epogen!Procrit is only dispensed to patients with cancer after 
verifying: 

1. that the healthcare provider who prescribed 
Epogen!Procrit for patients with cancer has enrolled in 
the ESA APPRISE Oncology Program; ai\d 

2. the discussion between the patient and ESA APPRISE 
Oncology Program-enrolled prescriber on the risks of 
Epogen!Procrit therapy is documented by patient and 
prescribe; signatures on the ESA APPRISE Oncology 
Program Patient and Healthcare Professional (HCP) 
Acknowledgment Form prior to initiatimi of each new 
course ofEpogen!Procrit therapy. 

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

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

v. Maintain evidence 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 
Epogen!Procrit for cancer patients 

• documentation (i.e., unique enrollment ID number) that each 
HCP in my hospital who prescribes Epogen!Procrit 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 
Epogen!Procrit prescription was filled 

v1. 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: 
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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 andre-enrollment, 
the hospital will maintain the same ESA APPRISE Oncology Program 
enrollment number. Failure to re-enroll will result in suspension of 
access to Procrit!Epogen for that hospital. 

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: 

• ESA APPRISE Oncology Program Enrollment Form for 
Hospitals 

• ESA APPRISE Oncology Program Training Module for 
Hospital Designees 

• ESA APPRISE Oncology Program Hospital Process Overview 
Flashcard 

• HCP Program Starter Kit 

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

Amgen will ensure that certified hospitals and certified HCPs agree to only dispense 
Epogen/Procrit to patients with cancer once the risk: benefit discussion has occurred and 
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 ofESA therapy. 

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

D. Implementation System 
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The Implementation System includes the following: 

Amgen Inc. 

1. Amgen will monitor compliance with documentation of the risk: benefit discussion 
and completion of the ESA APPRJSE 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 APPRJSE 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) 

111. 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 APPRJSE 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 
APPRJSE Oncology Program Call Center compared to the number of patients 
initiating a new course of ESA therapy based on the amount of ESAs 
purchased) with section II.C.l of this REMS and identify those HCPs in 
clinics with the poorest compliance rates. The ESA APPRJSE 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 APPRJSE 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 ofHCPs 
in the private-practice based setting that are certified in the ESA 
APPRJSE Oncology Program (by unique ESA APPRJSE Oncology 
Program enrollment number). 

11. That the number of patient- and HCP-signed Acknowledgment Forms 
returned to the ESA APPRJSE Oncology Program Call Center is not 
less than the number of patients initiating a new course ofESA 
therapy. For the audits to be effective, private practiced based clinics 
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will implement a means to determine the total number of individual 
patients that received Epogen/Procrit 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 p.:ttients with 
cancer is 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 
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 Epogen/Procrit 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 from the ESA APPRISE Oncology 
Program Call Center thatthe hospital is certified under Section II.C.3 or the HCP is 
certified under Section II.C.l 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.l. on an ongoing basis to evaluate 
compliapce 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. 

Page 9 oflO 
CONFIDENTIAL 



BL 103234 Epogen®/PROCRITe (Epoetin alfa) 

Initial REMS Approval: 02/2010 

Most Recent Modification: 06/2011 Amgen Inc. 

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 Epogen. 

MEDICATION GUIDE 

Epogen® (Ee-po-jen) 
(epoetin alfa) 

• if you are told by your healthcare provider that there is new information about Epogen. 
• if you are told by your healthcare provider that you may inject Epogen 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 healthcare provider about .your medical condition 
or your treatment. Talk with your healthcare provider regularly about the use of Epogen and ask if there is new 
information about Epogen. 

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

Using Epogen 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 Epogen. Before you can begin to receive Epogen, you must sign the patient-healthcare provider 
acknowledgment form. When you sign this form, you are stating that your healthcare provider talked with you 
about the risks of taking Epogen. 

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

You should talk with your healthcare provider about: 

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

After you have finished your chemotherapy course, Epogen treatment should be stopped. 

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

• If you decide to take Epogen, your healthcare provider should prescribe the smallest dose ofEpogen 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 Epogen to reach a normal or near-normal hemoglobin level. 

• You may get blood clots at any time while taking Epogen. If you are receiving Epogen 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 Epogen?" below. 

What is Epogen? 

Epogen is a man-made form of the protein human erythropoietin that is given to reduce or avoid the need for red 
blood cell transfusions. Epogen 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 lean to serious health problems which may result in death. These serious health problems may 
happen even if you take Epogen and do not have an increase in your hemoglobin level. 

Epogen 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 Epogen. 
• A medicine called zidovudine (AZT) used to treat HIV infection. 

Epogen may also be used to reduce the chance you will need red blood cell transfusions if you are scheduled for 
certain surgeries where a lot of blood loss is expected. 

Epogen should not be used for 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 ofbeing cured. 
• In place of emergency treatment for anemia (red blood cell transfusions). 

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

Epogen should not be used to reduce the chance of red blood cell transfusions if: 
• You are scheduled for surgery on your heart or blood vessels 
• You are able and willing to donate blood prior to surgery 

Who should not take Epogen? 

Do not take Epogen if you: 

• Have cancer and have not been counseled by your healthcare provider regarding the risks of Epogen or if 
you have not signed the patient-healthcare provider acknowledgment form before you start Epogen 
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 Epogen or other erythropoietin protein medicines. 
• Have had a serious allergic reaction to Epogen. 

Do not give Epogen from multidose vials to: 
• Pregnant or breastfeeding women 
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• Babies 

What should I tell my healthcare provider before taking Epogen? 

Epogen 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. 
• Have any other medical conditions. 
• Are pregnant or planning to become pregnant. It is not known if Epogen may harm your unborn baby. 

Talk to your healthcare provider about possible pregnancy and birth control choices that are right for you. 
If you are pregnant, discuss with your healthcare provider about enrolling in Amgen's Pregnancy 
Surveillance Program or calll-800-772-6436 (1-800-77-AMGEN). 

• Are breast-feeding or planning to breast-feed. It is not known ifEpogen 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 Epogen? 

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

For patients with cancer: 

Before you begin to receive Epogen, your healthcare provider will: 

• Ask you to review this Epogen Medication Guide. 
• Explain the risks of Epogen and answer all your questions about Epogen. 
• Have you sign the patient-healthcare provider acknowledgment form. 

For all patients who take Epogen: 

• Continue to follow your healthcare provider~s instructions for diet and medicines, including medicines for 
high blood pressure, while taking Epogen. 

• Have your blood pressure checked as instructed by your healthcare provider. 
• If you or your caregiver has been trained to give Epogen shots (injections) at home: 

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

unless told to do so by your healthcare provider. 
o Your healthcare provider will show you how much Epogen 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 Epogen, call your healthcare provider right away and ask what to do. 
o If you take more than the prescribed amount ofEpogen, call your healthcare provider right away. 

What are the possible side effects of Epogen? 

Epogen may cause serious side effects. 

• See "What is the most important information I should know about Epogen?" 
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• High blood pressure. High blood pressure is a common side effect of Epogen in patients with chronic 
kidney disease. Your blood pressure may go up or be difficult to control with blood pressure medicine 
while taking Epogen. This can happen even if you have never had high blood pressure before. Your 
healthcare 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 Epogen, get medical help right away and tell your 
healthcare provider. 

• Antibodies to Epogen. Your body may make antibodies to Epogen. These antibodies can block or Jessen 
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 
Epogen. 

• 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 
or eyes, fast pulse, or sweating. If you have a serious allergic reaction, stop using Epogen and call your 
healthcare p:ovider or get medical help right away. 

• Dangers of giving Epogen to newborns, infants, and pregnant or breastfeeding women. Do not use 
Epogen from multi-dose vials in newborns, infants, pregnant or breastfeeding women because the Epogen 
in these vials contains benzyl alcohol. Benzyl alcohol has been shown to cause brain damage, other serious 
side effects, and death in newborn and premature babies. Epogen that comes in single-dose vials does not 
contain benzyl alcohol. See "Who should not take Epogen?" 

Common side effects ofEpogen include: 

• joint, muscle, or bone pain 
• fever 
• cough 
• rash 
• nausea 
• vomiting 
• soreness of mouth 
• itching 
• headache 
• redness and pain in the skin where Epogen shots were given 

These are not all of the possible side effects of Epogen. 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 Epogen? 

• Do not shake Epogen. 
• Protect Epogen from light. 
• Store Epogen in the refrigerator between 36°F to 46°F (2°C to 8°C). 
• Do not freeze Epogen. Do not use Epogen that has been frozen. 
• Throw away multidose vials of Epogen no later than 21 days from the first day that you put a needle into 

the vial. 
• Single-dose vials ofEpogen should be used only one time. Throw the vial away after use even if there is 

medicine left in the vial. 

Keep Epogen and all medicines out of the reach of children. 
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General information about Epogen 

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Use Epogen only 
for the condition for which it has been prescribed. Do not give Epogen 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 Epogen. If you would like more 
information about Epogen, talk to your healthcare provider. You can ask your healthcare provider or pharmacist for 
information about Epogen that is written for healthcare professionals. For more information, go to the following 
website: www.epogen.com or calll-800-77-AMGEN. 

What are the ingredients in Epogen? 

Active Ingredient: epoetin alfa 

Inactive Ingredients: 
• Multidose vials contain benzyl alcohol. 
• All vials contain albumin (human), sodium citrate, sodium chloride, and citric acid. 
• Single-dose vials containing 40,000 Units of Epogen also contain sodium phosphate monobasic 

monohydrate and sodium phosphate dibasic anhydrate. 

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

Manufactured by: 

Amgen Manufacturing Limited, a subsidiary of Amgen Inc. 
One Amgen Center Drive 
Thousand Oaks, CA 91320-1799 

Revised: 06/20 11 

©1989-2011 Amgen Inc. All rights reserved. 

1xxxxxx- v3 
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Read this Medication Guide: 
• before you start PROCRIT. 

MEDICATION GUIDE 

PROCRIT® (PRO'-KRIT) 
(epoetin alfa) 

• if you are told by your healthcare provider that there is new information about PROCRIT. 
• if you are told by your healthcare provider that you may inject PROCRIT 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 healthcare provider about your medical condition 
or your treatment. Talk with your healthcare provider regularly about the use ofPROCRIT and ask if there is new 
information about PROCRIT. 

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

Using PROCRIT 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 PROCRIT. Before you can begin to receive PROCRIT, you must sign the patient-healthcare provider 
acknowledgment form. When you sign this form, you are stating that your healthcare provider talked with you 
about the risks of taking PROCRIT. 

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

You should talk with your health care provider about: 

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

After you have finished your chemotherapy course, PROCRIT treatment should be stopped. 

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

• If you decide to take PROCRIT, your healthcare provider should prescribe the smallest dose of PROCRIT 
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 PROCRIT to reach a normal or near-normal hemoglobin level. 

• You may get blood clots at any time while taking PROCRIT. If you are receiving PROCRIT 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 ofblood 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 PROCRIT ?"below. 

What is PROCRIT? 

PROCRIT is a man-made form of the protein human erythropoietin that is given to reduce or avoid the need for red 
blood cell transfusions. PROCRIT stimulates your bone -narrow 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 may result in death. These serious health problems may 
happen even if you take PROCRIT and do not have an increase in your hemoglobin level. 

PROCRIT 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 PROCRIT. 
• A medicine called zidovudine (AZT) used to treat HIV infection. 

PROCRIT may also be used to reduce the chance you will need red blood cell transfusions if you are scheduled for 
certain surgeries where a lot of blood loss is expected. 

PROCRIT should not be used for 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 ofbeing cured. 
• In place of emergency treatment for anemia (red blood cell transfusions). 

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

PROCRIT should not be used to reduce the chance of red blood cell transfusions if: 
• You are scheduled for surgery on your heart or blood vessels 
• You are able and willing to donate blood prior to surgery 

Who should not take PROCRIT? 

Do not take PROCRIT if you: 

• Have cancer and have not been counseled by your healthcare provider regarding the risks of PROCRIT or 
if you have not signed the patient-healthcare provider acknowledgment form before you start PROCRIT 
treatment. 

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

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

Do not give PROCRIT from multidose vials to: 
• Pregnant or breastfeeding women 
• Babies 

What should I tell my healthcare provider before taking PROCRIT? 

PROCRIT 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. 
• Have any other medical conditions. 
• Are pregn'mt or planning to become pregnant. It is not known ifPROCRIT may harm your unborn baby. 

Talk to your healthcare provider about possible pregnancy and birth control choices that are right for you. 

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

Teii 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 PROCRIT? 

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

For patients with cancer: 

Before you begin to receive PROCRIT, your healthcare provider will: 

• Ask you to review this PROCRIT Medication Guide. 
• Explain the risks ofPROCRIT and answer all your questions about PROCRIT. 
• Have you sign the patient-healthcare provider acknowledgment form. 

For all patients who take PROCRIT: 

• Continue to follow your healthcare provider's instructions for diet and medicin..:s, including medicines for 
high blood pressure, while taking PROCRIT. 

• Have your blood pressure checked as instructed by your healthcare provider. 
• If you or your caregiver has been trained to give PROCRIT shots (injections) at home: 

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

unless told to do so by your healthcare provider. 
o Your healthcare provider will show you how much PROCRIT 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 PROCRIT, call your healthcare provider right away and ask what to do. 
o If you take more than the prescribed amount of PROCRIT , call your healthcare provider right away. 

What are the possible side effects of PROCRIT? 
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PROCRIT may cause serious side effects. 

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

• High blood pressure. High blood pressure is a common side effect of PROCRIT in patients with chronic 
kidney disease. Your blood pressure may go up or be difficult to control with blood pressure medicine 
while taking PROCRIT. This can happen even if you have never had high blood pressure before. Your 
healthcare 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 PROCRIT, get medical help right away and tell your 
healthcare provider. 

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

• 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 
or eyes, fast pulse, or sweating. If you have a serious allergic reaction, stop using PROCRIT and call your 
healthcare provider or get medical help right away. 

• Dangers of giving PROCRIT to newborns, infants, and pregnant or breastfeeding women. Do not use 
PROCRIT from multi-dose vials in newborns, infants, pregnant or breastfeeding women because the 
PROCRIT in these vials contains benzyl alcohol. Benzyl alcohol has been shown to cause brain damage, 
other serious side effects, and death in newborn and premature babies. PROCRIT that comes in single
dose vials does not contain benzyl alcohol. See "Who should not take PROCRIT?" 

Common side effects of PROCRIT include: 

• joint, muscle, or bone pain 
• fever 
• cough 
• rash 
• nausea 
• vomiting 
• soreness of mouth 
• itching 
• headache 
• redness and pain in the skin where PROCRIT shots were given 

These are not all of the possible side effects ofPROCRIT. 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 PROCRIT? 

• Do not shake PROCRIT. 
• Protect PROCRIT from light. 
• Store PROCRIT in the refrigerator between 36°F to 46°F (2°C to 8°C). 
• Do not freeze PROCRIT. Do not use PROCRIT that has been frozen. 
• Throw away multidose vials ofPROCRIT no later than 21 days from the first day that you put a needle into 

the vial. 
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• Single-dose vials ofPROCRIT should be used only one time. Throw the vial away after use even ifthere is 
medicine left in the vial. 

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

General information about PROCRIT 

Medicines are sometimes prescribed for purposes other than those listed in a Medication Guide. Use PROCRIT 
only for the condition for which it has been prescribed. Do not give PROCRIT 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 PROCRIT. If you would like more 
information about PROCRIT, talk to your healthcare provider. You can ask your healthcare provider or pharmacist 
for information about PROCRIT that is written for healthcare professionals. For more information, go to the 
following website: www.PROCRIT .com or ca111-888-2ASKOBI (1-888-227-5624). 

What are the ingredients in I-ROCRIT? 

Active Ingredient: epoetin alfa 

Inactive Ingredients: 
• Multidose vials contain benzyl alcohol. 
• All vials contain albumin (human), sodium citrate, sodium chloride, and citric acid. 

• Single-dose vials containing 40,000 Units ofPROCRIT also contain sodium phosphate monobasic monohydrate 
and sodium phosphate dibasic anhydrate. 

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

Manufactured by: 

Amgen Manufacturing Limited, a subsidiary of Amgen Inc. 
One Amgen Center Drive 
Thousand Oaks, CA 913 20-1 799 

Manufactured for: 

Centocor Ortho Biotech Products, L.P. 
Raritan, New Jersey 08869-0670 
© COBPLP 2000 
Printed in U. S. A. 

Revised: 06/2011 

5 



1 
_/ Centocor Ortho Biotech Products; LP. 

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: 

• 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. 
Procrit" is a registered trademark of Centocor Ortho Biotech Products. LP. 

Oncology 

... ~ .. This document US and Administration as part of a 
mr .• ~"'"'""""'.· Epo&en"'. and frocrit"', 

Assisling Providersonc! cancer Patients with 
Risk Information lor lhe Sale.use of ESAs 



1 
_/ Centocor Orlho Biotech Products, LP. AMGEtf 

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. 
Procrit" is a registered trademark of Centocor Ortho Biotech Products. LP. 

Thisdoc:ume,nt has required by the US Food and Drug Administration as .part of 
Strategy for Aranesp", Epogen". and.Procrit" .. 

Assisting Providers and cancer Patients with 
Risk Information ·far fhe·Sofe ,use of ESAs 
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What is tha ESP.J~PPRISE Oncology Prograrn'C 
ErythropoiesiS Stimulating Agents (ESAs) inctuele Aranes~ (darbepoetin a~a). Epogen® (epoelin alia), and 
Procril® (epoetin alia). The FDA determined that a RiSI< Evaluation ana MI!Jgation Strategy (REMS) iS 
necessary to ensure that the decision to lnrtiate treatment with an ESA iS informed by a Cliscussion bet.veen 
the patient and heal!hcare provider (HCP) about the benefits ana risks associated wnh ESA therapy • 

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

\~Jh;:~z.r~ risf~s- addressed through t;1e ESAAPPRlSE Oncolo~;y Prcgr.:.m'? 
• Increased rtsk of deatll and/or Increased riSk of tumor progression or recurrence In patients 

with cancer. 

• ESAs shortened overall surviVal and/or Increased the riSl< Of tumor progression or recurrence in clinical 
studies In patients wM breast. non-small eel! lung. head and neck. lymptlold. ana cerviCal cancers. 

• Increased rtsk of deatll from cardiovascular and thromboembolic reactions in clinical stUdies in 
patients wM cancer treated wM ESAs. 

~\ey Program Requirements 

tl!E)ii,.~•l§¥tW!')ttM::tii'&flltU%~&ii%1~1Mj!Jf1if~~Jttk'@~,;,;t$ii~Zi:ill'.'I:L 
1. Complete 'ltaining 1a.Select a Hospital Designee 

1b.Complete 'ltalnlng 

2. En rollin the ESA APPRISE Oncology Program 2. Enroll in tile ESAAPPRISE Oncology Program 

3. Inform 
Provide the Medication Gulele to patient 

, Concluct the risKbenefit discussion With the 
patient and Clocument this has occurred by 
completing ana signing the Pa~ent 
AcknoWledgment Form 

3. Implement 
• Hospital Designee establishes anel oversees 

measures designed lo ensure ESA 
prescribers adhere to the ESAAPPRISE 
Oncology Program requirements in the 
hosprtal setting 

For further details on the program requirements, see the ESAAPPRISE oncology Program Overview page 

Note that patient registration or approval tnrough the ESAAPPRISE Oncology Program is not required. 

The ESA APPRISE Oncology Program train ina and enrollment takes you step-by-step through the required 
training anel enroument process. 

Failure to comply with the ESAAPPRISE oncology Program requirements Will result 
In suspen.sion or your access to ESAs 

Appropriate Use of ESAs for Patients with Cancer 
• ESAs are lnaicated for the treatment of anemia in patients wM nofHllyelolel malignancies where anemia iS 

Clue to the effect of concomnant myetosuppressiVe chemotherapy, ana upon initiation. there is a minimum 
of two addi!Jonal months of planned chemotherapy. 

• ESAs are not indicated for use: 

• In patients with cancer receiving hOrmonal agents. biologic products. or radiotherapy, unless also 
receiving concomnant myetosuppressiVe chemotherapy: 

• In patients With cancer receiving myeiDsuppressiVe chemotnerapy wnen the anticipated outcome is 
cure: 

• as a substnute lor RBC transfusions in patients wno require Immediate correction or anemia. 

• ESAs nave not been snown to improve qualny of life, fatigue. or patient well-being. 

Important Dosing and Treatment Information 
• IMiate ESA therapy in patients on cancer crremotherapy only If the hemoglobin Is less than 10 gldL 

• Use the lowest dose needed to avoiel 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 toea! Amgen or Centocor Ortho Biotech Products. L.P. Field Representative. or 

• call tile ESAAPPRiSE Oncology Program Cal! Center at 1-866-284-8089 

'Additional information on REMS may be round at www.FOA.go-; 

~rnnesp® and Epogen®l Procri~ are different drugs wi1h distinct schedules 

This document has been required by the US Food and Drug Administration as part of a Risk Evaluation and t.litlgabon 
Slrategy(REI.lS)Ior Aranesp!l, Epogen®. and Procnw. 



·---· 
Forms & Resources FAQs Contact Us 

Selected Important Safety Information 
Cancer: 
' ESAs shortened overall survival and/or increased the risk of tumor progression or recurrence in clinical studies of patients with breast, 

non-small cell lung, head and neck, lymphoid, and cervical cancers. 

~ To decrease these riskS, as \'11ell as the risk of serious cardiovascular and thromboembolic reactions, use the lowest dose needed to avoid red 
blood cell (RBC) transfusions. 

~ Use ESAs only for anemia from myelosuppressive chemotherapy. 

,, ESAs are not indicated for patients receiving myelosuppressiVe chemotherapy when the anticipated outcome is cure. 

,, Discontinue following the completion of a chemotherapy course. 

Onr:>:::1logy Indication 
ESAs are indicated for the treatment of anemia in patients with non-myeloid malignancies where anemia is due to the effect of concomitant 
myelosuppressive chemotherapy, and upon initiation, there is a minimum of two additional months of planned chemotherapy. 

ESAs are not indicated for use: 

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

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

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

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

( _ REI':1S 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®/Procrit®. 

• 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 1\ey requirements 
• 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_ 

• 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 ESAAPPRISE Oncology Program Patient and 
Healthcare Professional {HCP) AcknoWledgment Form_ Fill in your ESAAPPRISE 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 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. 

::.. Repercussions of failing to train and emol! and re-enrol! at 3 years 

Failure to comply with the ESAAPPRISE 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. LP_ Field Representative or call the ESAAPPRISE Oncology Program Call Center at 1-866-284-8089. 

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

E Yes '- No epoetm alia). and 
F 
n 
II 

• (REMSi is 
;c uss!on between 
A therapy." 

A .. , •..•..• _ ........ -···· -·-··· ............ ··-·- .... ~ .......... _ .... __ ...... ---,Assisting Providers 
and cancer Patients with Risk information for the Safe use or ESAS) oncology Program as part of a REMS 
designed for HCPs treat1ng patients with an ESA for their cancer 

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

• ESAs snortened overall survival and/or increased the risk of tumor progression or recurrence in clinical 
studies in patients wrth 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 
patients IVitll cancer treated with ESAs. 

1. Complete Training 1a.Select a Hospital Designee 

1b.Complete ll"alning 

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

3. infonn 
ProVide the Medication Guide to patient 
Conduct the risk. benefit discussion With the 
patient and document this has occurred by 
compleMg ana signing the Patient 
Acknowledgment Form 

3. Implement 
Hospital Designee_establishes and oversees 
measures Jlesiane<l to ensure ESA 
prescribers adhere to the ESAAPPRISE 
Oncology Program requirements in the 
hOspital setting 

For funher Jletalls on the program requirements. see the ESAAPPRiSE Oncology Program Overview page 
tJote that patient registration or approval through the ESAAPPRISE Oncology Program IS not required. 

Tt1;; ES" APP;:<ISE Oncc.:ooy ProJram train.na and enroliment takes you step-by-step through the required 
training and enrollment process. 

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

ESAS are Indicated for the treatment of anemia in patients wrtll non-myeloid malignancies where anemia IS 
cue to the effect of concomitant myelosuppressiVe chemotherapy ano upon initiation. there ts a minimum 
or two allditional months of planned chemotherapy 

• ESAS are not indicated for use: 

• in patients with cancer receiving hormonal agents. biologic prollucts. 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 REC transfusions in patients who require Immediate correction of anemia. 

ESAS have not been shown to improve quality of life. tatigue. or patient weii..!Jeing. 

Initiate ESA therapy in patients on cancer chemotherapy only if the hemoglobin Is Jess than 10 gtdl 

Use the lowest /lose needed to av01<l red blood cell (RBC) transfusions 

Discontinue ESA treatment following comptet1on of a chemotherapy course. 

If you need more Information about the ESAAPPRISE oncology Program· 

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

• Call the ESAAPPRISE Oncology Program Call Center att-866-284-8089 

"Adaitiooalloformation on REJ,IS rna,- be founo allw.wFDAgov 

Aranesp·~ and Epogen!lJ Procrtt!/ are different <lrugs With distinct schedules 

This document has been required by the US Food and Drug Administration as part of a Risl< E\."aluation and Wtigation 
Strategy IREMS)"for .t..ranesp!l, Epogen®. and ProcriW 
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Please confirm your enrollment In this program is related to the treatment or 
patients with cance( 

E Yes •.o No epoetin alia) and 
'(REMS) is 
:cussion be~Neen 
A therapy.' 

F 

~ I The ESAAPPRISE Oncology Program Is solely intended for the purposes of 
Jl treabng pauents wrth cancer. 

'>ssisting Prm;ders 
part or a REMS ~ !Jon-prescribino HCPc Training only <click here) 

[dose I 
Increased risk or death and/or incr..,ased risk of tumor progression or recurrence In patients 
with cancer. 

• ESAs shortened overall survival and! or mcreased the risk of tumo~ 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 
patients with cancer treated with ESAs. 

1. Complete Training ta.Select a Hospital Designee 

1b.Complete Training 

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

3. Inform 
Provide the Medication Guide to patient 
Conduct the rlstcbenefil discussion with the 
patient and document this has occurred by 
compleMg and signing the Patient 
AcknoWledgment Form 

3. Implement 
Hosprtal Designee eS1ablishes and oversees 
measures designed to ensure ESA 
prescribers adhere to the ESA APPRISE 
Oncology Program requirements in the 
hospital setting 

For further details on the program requirements. see the ESAAPPRiSE Oncology Program Overview page 
flote that patient registration or approval through the ESAAPPRISE Oncology Program is not required. 

Tne ES.A APP;:(ISE Oncal~gy ProJram train•n::J and enrollmenl takes you step-by-step through the required 
training and enrollment process 

Failure to comply with the ESA APPRISE oncology Program requirements Will result 
· in suspension ot your access to ESAs 

ESAs are Indicated lor the treatment of anemia 1n patients with non-myeloid malignancies where anemia is 
due to the effect of concomrtant myetosuppressiVe chemotherapy. and upon mitiation. there is a minimum 
of two additional months of planned chemotherapy. 

ESAs are not indicated for use:. 

• in patients \'<i!h cancer receiving hormonal agents. biologic products, ·or radiotherapy, unless also 
receiving concomrtant myetosuppressiVe chemotherapy; 

• in patients \l~th cancer receiving myetosuppressive chemotherapy when the anticipated outcome is 
cure 

• as a substitute for RBC transfusions 1n pallents who nequire Immediate correcuon of anemia. 

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

lnrtiate ESA therapy in patients on cancer chemotherapy only if the hemoglobin is less than 10 g/dl 

Use the toweS1 dose needed to avoid reo blood cell (RBC) transfusions 

Disconbnue ESA treatment following completion of a chemotherapy course 

If you need more information about the ESA APPRISE Oncology Program· 

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 

"Additional information on REJ.IS maJ ce found atwnw.FDA.gov 

~ranesp~ and Epogen&-/Proet'ln· are different drugs Vtith distinct schedules. 

This document has been required Of the US Food and Drug Administration as part cf a Risk Evatuabon and Mitigation 
Strategy (RHIS) for ~ranesp!l. Epogen~. and ProcriW 
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To ensure that you are directed to the appropriate ESAAPPRISE Oncology 
Program Training and Enrollment Module. please select the option thatllest 

E describeS you epoetrn alia) ana 
• (REMS) is 
;cusston tet1veen 
A therapy• 

F 
n 
tl 

·._ 1 am an HCP whO prescribes ESAs 
: · 1 am the autnofized designee enrolling on behalf of a Hospttal 

p. I Start ! 
a 

'<ssistrng Providers 
part of a REMS 

d 

Increased risk of death and/or increased risk oftumor 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 
patients \11th cancer treated with ESAs. 

1. Complete ll"aining 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 Medication Guide to patient 
Conduct the nsk:benefit discussion with the 
patient and document this has occurred by 
completing ana signing the Patient 
Acl<nowledgment Form 

3. Implement. 
Hospital Designee estatllishes and oversees 
measures designed to ensure ESA 
prescribers adhere to the ESAAPPRISE 
Oncology Program requrrements in the 
hospital setting 

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. 
Th;, ES-'< APPRISE One slogv ProJram !rain,no and 2nrolimeni takes you step-by-step through the required 
training ami enrollment process 

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

r"'<.pprop:ic.~~ Us~ c:7 ESft..s fo<· Piit!ents 1:.rith C3.nc:;;r 
ESAs are Indicated forthe treatment of anemia in patients with non-myeloid malignancies where anemia lS 
Clue 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 \~ith cancer rece~ving myelosuppressive chemotherapy when the anticipated outcome is 
cure. 

• as a substrtute for RBC.transfusions in patients who reqUire immediate correction or anemia. 

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

Jnrtrate ESA therapy in patients on cancer chemotherapy only if the hemoglobin Is less than 10 g/dl 

use the lowest dose needed to avoid red blood cell (RBC) transfusions 

Discontinue ESA treatment following completion of a chemotherapy course. 

If you need more Information about the ESA APPRISE 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 

•Aao-rtional information on REMS may oe found atw"Nw.FDA.gov 

.J..ranes~$ and Epogen%1 Pro~ are different ~rugs \'\'ith distinct schedules. 

This document has been required by tile US Food and Drug ~dministration as part of a Risk Evaluation and !.litigation 
SbategyiREMS) for Pranesr!>. Epogen®. and Procrit!l. 
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ESA APPRISE Training Module for Healthcare Providers 
This ESAAPPRISE (Assisting Providers and cancer Patients With Risl< Information 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 Risl< Evaluation and Mitigation Strategy 
(REMS). Food and Drug Administration (FDA) has determined 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®JProcrit® are: 
• To support informed decisions bet\veen patients and their healthcare providers (HCPs) who are considering treatment with 

Aranesp® or Epogen®/Procrit® by educating them on the risl<s of Aranesp® or Epogen®/Procrit®. 

• 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. 

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 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 the Aranesp®, Epogen® and Procrit@: full prescribing information, including Boxed WARNINGS, and Medication Guides. 

Aranesp~ and Epogen® are regiStered trademarks of Amgen Inc. Procril® is a registered trademark of Centocor Ortho Biotech Products, LP_ 

Click the next button to continue 

Training & Enrollment Progress 
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Section 1: Key Safety Information for Use of ESAs in Patients 
with Cancer 
1. ESAs resulted In decreased loco regional control/progression-tree survival and/or overall surviVal. 

As shown in the table below. these findings were observed in studies of patients witll aelvanced 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 \vith non-small cell lung cancer or various malignancies who were not receiVing 
chemotherapy or radiotllerapy (Studies 7 and 8). 

Chemotr:erap:: 

Cancer Study 1 12-14 g/dL 129gldL 
Metastatic breast 12.2, 13.3 g/dl 
canter 
(n=939) 

Cancer Study 2 13-15 g/dL (M) 11.0 g!dL 
lymphoid 13-14 gldL (F) 9.3. 12.1 gldl 
malignancy 
(n=344) 

Cancer Study 3 125--13 gldl 13.1 gJdL 
Eart1 breast 12.5. 13.7 g/dl 
cancer 
(n=733) 

Cancer Study 4 12-14 g/dL 
CerviCal cancer 
(n=114) 

Ra<iotru¥.apy Alone 

Cancer Study 5 ;::15 gldL (M) 
Head and neck ;::14 gtdL (F) 
cancer 
(n=351) 

Cancer Study 6 14-15.5 gldl 
Head and neck 
cancer 
(n=522) 
No Chemoth':raPt or Raoiotr~erap:; 

Cancer Study 7 12-14 g/dL 
Non-small cell 
lUng cancer 
(n=70) 

Cancer Study 8 12-13g/dL 
Non-myeloid 
malignancy 
(n=989) 

127 gldl 
121, 13.3 g/dL 

Not available 

Not available 

Not available 

10.6g/dL 
9.4, 11.8 g/dL 

12-monttl overall survival Decreased 12-monttl 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:-free and 
and locoregional control overall survival and loeoregional control 

Locoregional progression-free 
survival 

Locoregiona! diSease control 

Quality of life 

RBC transfusions 

Decreased ~ear loeoregional 
progressiOn-free survival 
Decreased overall SUMVal 

Decreased locoregiona! diSease control 

Decreased overall survival 

Decreased overall survival 

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

An lncreaseellncidence of thromboembolic reactiOns. some serious and life-threatening, occurred in patients Ylith 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 offatal 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 epoetln a !fa 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® (darl>epoetin alfa). Epogen®. or Procfit® (epoetin alfa) for other risks 
associated with these ESAs. Including other Warnings and Precautions. and Adverse Reactions. 

Aranesp® and Epoge~ are registered trademarKs or Amgen Inc. Procrlt® is a regiStered tradema~o< or Centocor Ortho Biotech Products. L.P. 

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

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

Yes. I have reviewed aB of Section 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 nre, fatigue. or patient well-being_ 

Important Dosing and Treatment Information 
• Initiate ESAs in patients on cancer chemotherapy only ifthe hemoglobin is less than 10 gldL 

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

o 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 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. 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? 

Yes. l.have mviewed aB Of Section 2 I 
Training & Enrollment Progress 
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Section 3: Program Requirements and Materials for Healthcare 
Providers 
HCP requirements tor patient education and counseling: 

The ESAAPPRISE 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 ana 
thromboembolic reactions, and increased risK of tumor progression or recurrence. 

, DiScuss each patienfs questions or concerns about ESAs. 

' Document that the risl<:benefrt discussion with the patient has occurred by completing and signing the ESA 
APPRISE Oncology Program Patient ana Health care Professional (HCP) Acknowledgment Form. [] . 

.· 

CLICK HERE 

• 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 ESAAPPRISE Oncology Program Call Center as instructed on the acknowledgment form; maintain 
a copy of the signed ESA APPRISE Oncology Program Patient and Heafthcare 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. 

, To team more about allowed changes to the Patient Acknowledgment Form, please referto the Guidelines~· -_- __ - · · · -- _--.---
for Patient Acknowledgment Form Integration within Heafthcare Systems ana Clinics flashcard. -.. ·· :. _. -- · 

i· ·:i~:-ci-=i 
' -~~·-· ' 

~:_;;·~~·~·i>~, 

CLICK HERE 

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 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 emaiL Your enrollment 10 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: 

• ESAAPPRISE Oncology Program Patient ana Heafthcare Professional (HCP) Acknowledgment Form 

• Aranesp® (<larbepoetin alfa), Epogen® (epoetin alfa}, or Procrit® (epoetin alfa) Medication Guides 

• Prepaid Reply Envelopes 

c Guidelines for Patient Acknowledgment Form Integration within Heallhcare Systems and CliniCs 

Aranesp® and Epogen® are registered trademarks of Amgen Inc. Procril'® 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 3: Program Requirements and Materials for Healthcare Providers? 

Yes.llmw RMewalal uiSediDn 3 I 
Training & Enrollment Progress 
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Section 4: Healthcare Provider Enrollment 
Now that you have 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, 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. 

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 all of Section 4: Healthcare Provider Enrollment? - -- _- - I 
Yes. I havt'!-reviewecl aD.m Secliiln 4 

Training & Enrollment Progress 
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Providers 
I agree to thtlollowing: 

I have rev>ewed !he appropriate current prescrtbing information for Aranesp® or Epogen-3:/Procrit®. 

• I understand that ESAs shortened overau survival and/or increased the nsk of tumor progression or returtence ln clirutaJ 
studieS in patieflts Y:itn breast. non-small cell lung, nead ancJ neck. lympMK1. and ceJ\IItal canters. 

• I understand that ESAs increased tne nskof death from cardiovascular and tflrombOembo!Jc reactions m clinical stuct1es to 
patients with cane er treated with ESAs 

• I unDerstand tnat in order to decrease these risks, the 10\.vest dose of ESAs s110u10 be used to avom retl tllood cell 
transfuSiOns. 

• I understand that ESAs are indicatecs tor the treatment of anemla in patients Wttn non-myeloid mallgnancie5 where anemia IS 
due to the errect of concomitant myetosuppressive chemotherapy, and upon initiation, tnere Is a mintmum of two additional 
months or pJanned chemOtl'lerapy. 

• I understand tnat ESAs are not indicated for use as a subStitute for RBC transfuSions in patients who require immediate 
correctbn of anemia. 

• I understand that ESAs are not Indicated for use in patients With cancer receMng hormonal agents. biolOgiC produtts, or 
radiotherapy, unfeSS alSO receiving concomitant myeJosuppressive chemotherapy. 

• I understand tnat ESAs are not IndiCated for use tn patients with cancer receiving myelOSuppressNe chemomera:py 'When the 
antiCipated outcome Is cure. 

• I understand that ESAs have not been shOwn to improve quality or bfe, fatigue, or patient well-being 

• I understand that ESAs Should be discontinued follov.1ng the cornpJetlOn or a chemotherapy course of treatment 

1 nave revle"'Nett the ESA APPRISE oncology Program requirements and agree mat 

• I will diSCuss my patient's questiOns or concerns about Aranesp® or Epogen'!>/Procrif!:_ 

• ~ /prewibe aiiiiil.pirlse i Wiit praviile an Aiiin.Sjji or iiPC>Qensi?rO.:rtti Meaica!JOO Guide to eacri oncolOgy patleni at 
an ESA to a patlent ~'lith cancer me initiation of each new course of the respectNe ESA therapy. After initiation of treatment, and 
in my Clinic, when an ESA Is for as tong as trealment conunues, 1 wiD provide tne appropriate Aranesp> or Epogen®!Procrtt' 
dispense{! tor administration Meaicatian Guide to each oncology patient once a month during reguar omce vtstts-or. i1 
:under my superviSion to a regular otl'ice viSits occur leSS frequently than once a month. at the next regularly scheduled 
patient with cancer in an office viSit 
infusiOn center, or When I 
:'prescrii>e or order an ESA tor a 
patient with cancer in a no.p<tai:. 

• I wiD review tile conterns o! tile respe<tille Medlcation Guide with tne patient, counsel eacn patient on tile rtsl<S (intreased 
mortality. serious canfiovascular ano thrombOembolic reactionS, and increased r1Sk or tumor progress;on or recurrence) and 
benel!ts o! AranespO or Epogen"IProcrtt" 1 am prescribing to my patient before each new course or tne respective ESA 
tllerapy. I wm document mat tne discussion with each patient has occurred 11f signing tne ESAAPPRISE OncOlOgy Program 
Patient and Heafthcare ProfessiOnal Ackr\Ov.1edgmeot Fonn ana by obtaining ttle patient's signature 

• By signing tile patient section of tne form. tne patient a<knOwledges tile following• 

• I atlo'loYAedge that prior to receiving my nJSt <lose or Aranesp> or Epogen"!Procrtt" tllerapy: 

• I have read and understand the Aranespt' or Epogenll/Procrif® Me<licatiOn GIDCle thai rrrt heanhcare professional nas 
gtven to me. 

• I nave had all my questions or con< ems about Aranesl" or Epogen"IProcflt® or my treatment answered Dy my 
hearthcare professional. 

• t am aware that using Aranesp> or Epogen"iProcflt® may make my tumor grow raster or I may gel seriOus heart 
problems such as heart attack, stroke. heart fanure, or blood clOts, and I may die sooner. 

• By signing tne HCP sec!JOO of tile form. as a heatth<:are provider enrolled in the ESAAPPRJSE OntOlOgy Program. I 
acknOWledge lhat prior to pres<:rilllng my pattenrs lifst dose or Aranesp® or Epogen*IProcflt® tllefapy: 

• 1 provided my patient with the appropriate Aranesp® or Epogen*IProcflt® MediCatiOn Guide and Instructed tne patient to 
rea<l rt carefully Defore signing this form. 

• I counseled my patient on tne risks and Denel!ts or Aranesp® or Epoge.,.,iProcrtt", uSing tne respectiVe Meditation 
Guide as the review tool in counseling the patient 

• I discussed aD concerns ana answered all questions my paUent had about Aranesp® or Epogen*iProcrit• or his/her 
treatmenl to me Dest or my abUity. 

• The patient signed tne Acknowledgment Form in my presence. 

When I preSCfibe and dispense 
an ES4 to a patient with cancer 
in my cJinJc, or an ESA Is 
diSpensefl for admlnlstralkm 
·under my supeNfsion to a 
patient with canc:er fn an 
infusion center: 

~n I pre$C!1be or order an 
ESA tor a patient wrtn cancer in 
a hospital: 

• 1 Will send a signee copyoi lhe-ESAAPPRiSE Oncotoi; P;ogiam Patient and Heallhcare 
Professional AcknoWledgment Form (or modilled veJSion tO<lSisterrt with tne alloWanle 
changes) batk to me ESA APPRISE Oncology Program CaD center and retain a <<>VY fO< 
my records. 

• I agree that tne ESA obtained for use in my patients Wllh cancer wiD not De prescribed and 
dispensed by an uncer1ilied HCP. 

• I Will ensure the ESA tnat l prescrtbe will De dispensed under ITrf supervisiDn. 

• I will provlde tile completed ESA APPRISE Oncology Program Patient and Healtlltare 
Professional AcknoWledgment Form (or modilled veJSIOn consistent with me alloWable 
changes) to tne Hospital Designee responsible lor maintaining antl storing the lonns or tne 
forms may be archiVed electron~all)' tllrough an electronic medical re<oro system as long as 
th€y are re!J1evable . 

• I Will comply with any program monttonng and audltlng required iO assess ihe e!l'ectivenessorme ESAAPPRISE ontology 
Program. 

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

I have completed tho ESA APPRISE Program ll'olnlng Module. I understand thatfollurt to comply wHh lht ESA 
APPRISE Oncology Pro; ram requlrtmtnts will resun In suspension of my ac..ss to ESAs. 

Yes.iagnoetuollhe-1 
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ESA APPRISE Oncology Program Enrollment for Prescribers 
0 indicates a required field. 

Are you enrolling into the 0 
ESA APPRISE Oncology 

Program for the first time? 

First-time Enrollment 
Re-enronment 

1Pr~scriber lm'ormatlon-------------------------------, 
! My primary practice 0 

location is (select one) 

First Name 0 

Last Name 0 

Professional Designation 0 

ntle 

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 
hospital/institUtion 

Electronic Slgnatme-------------------------------, I Your signature and date are required to complete your enrollment. Please enter your name and date in the space 

1 
proVided. This Will serve as your electronic signature and will certify that you have read and agree with the terms 

1 provided. 

Signature 0 . -.-:· :-

! 
Date 0 

[ ______________________________________ ~ 

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 9 Re-enrollment 

Program for the first time? 

Enrollment ID 0 

My primary practice 0 
location is (select one) 

First Name 0 

Last Name 0 

Professional Designation 0 

Title 

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 
hospitaVinstitution 

0 indicates a required field. 

[Electronic Sigm:tme-----------------------------------, 

I
. 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 
I provided. 

I 
1 Signature 0 ,·. ,.,, > 

l ________________ o_a_te __ o __ -_·-_.·"_·_._._~ __________________________________________ ~ 
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ESA APPRISE Oncology Program Enrollment for Prescribers 
0 indicates a required field_ 

rPri:r;:;;ry Prs:::V~e Loc;;,tlon-----------------------------~ 
I -
i Please provide ZIP code or city/state to find your Primary Practice Location 
! 

ZIP City State 

-or- j Search J 

Please select your Primary Practice Location 

Practice Name ~- Address City 

EJ Primary practice is not listed 

Stilte ZIP Code 

rPrirn.sr\t Practf-:e c:ontc~ct 1nforrnetion--------------------------. 
i ~ 

i 

First Name 0 

Last Name 0 

Address 0 

City 0 

State 0 

ZIP COde 0 

Email Address 0 

confirm Email Address 0 

Phone (#/## ### m:ml) o 
Fax (#/###II# HHth'l) 0 

0 Same as Contact Information 
and Primary Location Address 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment for Prescribers 

1Fri~na.ry Pract~ce Lc:cc=r~~on----------------

1 

I 
I 

Primary Practice Name C 

Address 0 

City 0 

StateO 

ZIP Code 0 

C Search by ZIP code or City/State 

0 indicates a required field. 

,-Primmv PrEctlce Contr:ct lnform:?-tion--------------------------; 

I . 

I 

First Name 0 

Last Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

Email Address 0 

Confirm Email Address 0 

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

Fax (### ### lt:HHI) 0 

0 Same as Contact Information 
and Primary Location Address 

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

IFri:T~~ry Prsct!::e AdcJn;:~.2- f/10t':~1-

i The address you entered has returned similar entries in the ESA APPRISE Oncology Program address datat>ase_ 
i The address you entered follows. 
I 

New Practice Name 
1001 Main Blvd 

i Los Angeles, CA 90001 

I 
I Please select an address already availal>le in the ESAAPPRISE Oncology Program t>elow or confirm your address_ 

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

NEWPRACnCE 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

NEW PRACnCE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

NEW PRACnCE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

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

_, NEW PRACnCE 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

~· NEW PRACnCE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

NEW PRACnCE MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

_ NEW PRACnCE NAME MAIN 
1001 MAIN BLVD 
LOS ANGELES, CA 90001 

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

Your entered address: 
New Practice Nama 
1001 Main Blvd 
Los Angeles, CA 90001 

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

r

.i\dditiona! Practice Locz;tions ------
Enter in a combination of up to 3 ZIP codes or City/State combinations to search for additional affiliation sites to I 
enrolL 

I 
Zl P City State 

-m- • 

ZIP City State 
-or-

ZIP City State 
-or- • [ Search J 

Please select up to 10 secondary Practice Locations 
~·- - -~<· .•.•. ·~-·"··-- .. ,., ... ,._ .• , •.. .-. ••• ~,-: .• .•.. , ···- i"'~·''<'•• :'".:; 

State ZIP Code 

__________ ! 

Training & Enrollment Progress .. .., ....... , 'l CD 
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ESA APPRISE Oncology Program Enrollment for Prescribers 

~ Print ~n:s Paae 

Your enrollment is now complete. Below is your ESAAPPRISE Oncology Program enrollment identification (ID) 
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 Heatthcare 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 ESA APPRISE 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 Heatthcare Professional (HCP) Acknowledgment Forms 

" Aranesp® (darbepoetin alfa), Epogen€ (epoetin alfa), 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 ES.A. APPRISE oncology Program Patient and Healthcare 
Professional fHCPl Acl<novvledoment 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. 

' 
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ESA APPRISE Training Module for Hospital Designees 
This ESAAPPRISE (Assisting Providers and cancer Patients with Risl< Information 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 ESA APPRISE Oncology Program is part of a Risl< 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®JProcrit!l are: 
• To support informed decisions bet\veen patients and their healthcare providers (HCPs) who are considering treatment with 

Aranesp® or Epogen®/Procfit® by educating them on the risi<S of Aranesp® or Epogen®iProcrit®. 

• For treatment of patients with cancer, the goal of the REMS, as implemented through the ESA APPRISE (Assisting Providers 
and cancer Patients with Risl< lnforniation for the Safe use of ESAs) Oncology Program, is to mitigate the risl< of shortened 
overall surviVal and/or increased risl< 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 Procfit® 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. 

Aranes~ 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 
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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 fimlings were obseJVed In studies of patients with advanced head and neck cancer receiving 
radiation therapy (Studies 5 and 6), in patients receiving chemotherapy tor 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). 

ChErnoU"'le;ap/ 

Cancer Study 1 12-14 gldL 
Metastatic breast 
cancer 
(n=939) 

Cancer Study 2 13-15 g/dL (M) 
Lymphoid 13-14 gldL (F) 
malignancy 
(n=344) 

Cancer Study 3 125-13g/dL 
Eartybreast 
cancer 
(n=733) 

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

REo:otne,ap; Alone 

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 Chemotherap; or R.Edio:r,erapt 

Cancer Study 7 12-14 g/dL 
NO!l-5mall cell 
lung cancer 
(n=70) 

Cancer Study 8 12-13 g/dL 
Non-myeloid 
malignancy 
(n=989) 

129gldL 
12.2, 13.3 gldL 

11.0 gldL 
9.8, 12.1 gldL 

13.1 gldL 
12.5, 13.7 g/dL 

127 gtdL 
12.1, 13.3 gldl 

Not available 

Not available 

Not available 

10.6lf1dl 
9.4, 11.8 g/dl 

12-montn overall survival Decreased 12-mon1h survival 

Proportion of pabents achieving a Decreased overall survival 
hemoglobin response 

Relapse-free and overall su!Vival Decreased 3 yr. relapse-free and overall 
survival 

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

Locoregional progression-tree 
survival 

locoregional diSease control 

Oualityollrre 

RBC transfusions 

Decreased 5-year loeoregional 
progression-free survival 
Decreased overall survival 

Decreased locoregional diSease control 

Decreased overall SUMV31 

Decreased overall survival 

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

An Increased Incidence of thrombOembolic reactions. some serious and life-threatening, occurred In patients witll cancer treated 
With ESAs. In a randomiZed, placet>O-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 
SUJVival was superior when epoetin alfa was administered to prevent anemia (maintain hemoglobin levels between 12 and 14 
gtdL or hematocrit between 36% and 42% ). This study was terminated prematurely when interim results demonstrated a hlgller 
mortality at 4 months (8.7% vs. 3.4%) and a higher rate offatal thrombotic reactions (1.1% vs. 0.2%) In the first 4 months of the 
study among patients treated witll epoetin alta. Based on Kaplan-Meier estimates. at the time or study terminatiOn, the 12-month 
suJVival was lower In the epoetln alta 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 alta). Epogen®, or Procfit® (epoetln alfa) for otller risks 
associated with these ESAs, Including other Warnings and Precautions. and AdVerse Reactions. 

Ararres~ and Epogen® are registered trademarkS of Atngen Int. Procrtt® is a regiStered trademarl< of Centocor OrthO Biotech Products. LP. 

You must respond to the following question to adVance to tile next section 

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

Yes.l have I1Niewed al of Section 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 Treatment Information 
• Initiate ESAs in patients on cancer chemotherapy only if the hemoglobin is Jess than 10 gfdL 

" 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 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 all of Section 2: Appropriate Use of ESAs for Patients with Cancer? 

Yes. I have reviewed aD ·or Section 2 f 

' 



Section 3: Program Requirements and Materials for Healthcare 
Providers and Hospital Designees 
HCP requirements tor patitnt lducatlon and counseling: 

The ESA APPRISE oncology Program requtres HCPs to educate aoo couns.eJ patients utJilZJr,g tr1ese program matertals In the 
follOWing manner. 

• f>rCN)(le tne appropriate ESA Med.lcalion Gukle to eacn patient pliOr to each new course cr ESA therapy. revie>H tts contents. 
ana counsel eath paue.nt on tJW riSkS ana benems of ESAs. 

e Inform eacll patient tnat ESAs are associated Yrrth the fo!IO'J.ing riskS: increas-ed mortal:ty, senous caraiOV3.5Cufa! and 
tnrombOembOIJC reacUons. and increased risk of tumor progress~n or recurrence. 

~ Discuss each patient's questions or concerns aDoU1 ESAs. 

• Document tnat the ris.lebenefit tltScusslon v.'lth the pahent has occurred by completing and Slgning ttte ESA 
APPFUSE Oncology P1~~am Pa~J and Healthcare Professional (HCP) Acknowledgment Fo;m -D 

CUCK HERE 

~ In a pnvate pracUC:e-t>as.e<l settng. return the torm (or moc!ified \'er::.!Ofl consistent wt.h the allCM'3ble changes) via mail or fax 
(preferred method) io tne ESA APPRISE OncoJogy Program CaB Center as Instructed on the acknowledgment form; mairltam 
a copy of the signed ESAAPPRISE OntolOgy Program Patient aoo Hearllcare Professlorrct. {HCP) Atkno'll1edgmerrt Form 
or.-s1te. 

• If you are in a OOSpd:aJ setting, prO'Vkle tne comple1ed form (or mocllfled versiOn consiStent Vw11h tne anOY:able cnanges) to the 
Hospital Designee responsible for maintaining and storing the forms or the forms may be artllived eie!tronically through an 
~tronic medical record system as lOng as they are retoe~. 

Hospttal DeslgnH Raqunnmtts 
~ AssUme tne autnortty ano responsibility to Internally coon:llnate ana oversee tne ESA APPRISE oncolOgy Program 

requJrements 1n your nosprtal. 

• Complete the ESA APPRISE onto~ Program Training MOdule tor HospllaJ Designees. 

• Understand that ff HCPs tn your hospital prescnbe Aranesp® o:r Epog~/Procnt® to pat1e0ts Wittl cancer, rauure or the stan to 
cornpty with enroomerrt requirements v.1JJ 1eact to suspension of access to ESAs ror your hOspital 

• lnfOffil all Aranespe or EpogeneJ?rocrtt<> prescribers at your hospi1al of the ESA APPRISE On<o~ Program training and 
oncOlogy prescl1berceruntatlon requtrements. 

• EstabltSh or oversee the estat>llsnment o1 a system. order sets, protocOlS. or other measures des~gned to ensure tnat, In your 
hospilal• 

• ESAs are onty dtspensed to pat)eots Y.1th cancer after verif':,111g. 

- that the HCP v.1lo prescribed ESAs for patients wfth cancer has enrolled In the ESAAP?RISE Oncology Program; and 

- that the diswsslon belwee1l me pallefll and ESA APPRISE Ontology Program-enrolled prescriber on the risks of ESA 
tnerapy Is rlOCumeflted ll)' patient and prescriber slgM!ures on tile ESA APPRISE Oncology Program Patient and 
Healthcare Professkmal (HCP) AcJc:nov.1edgment Form prior to irlltlaUon of each new course of ESA therapy. 

• ff an HCP w11o prescooes ESAs Is not enrOlled in the ESAAPPRISE Onco~ Program,llle prescriber wm be notified tllat 
he/she is not a~ to prescrtbe ESAs for paUents v.-ith cancer. 

• over.;ee comptsame wnn program momtoring aoo auditing to assess the enectJveness ot tne ESAAPPRISE oncok:lgy 
Program. 

• Maintain evidence of compliance willi I!Je ESAAPPRISE Ollcotogy Program for monrtortng and auditing purposes, as fOIIov.s: 

• A list of each HCPlnyoor hospital v.tlo presclibeS ESAsfor cancer patients 

• Documentation (Le .• uniQUe enroement 10 number) that each HCP tn yo!X hospital wno prescribeS ESAs for patients With 
canter is enrOlled In the ESAAPPRISE Oncology Program 

• oocumentauon oftne r1Sk:Dene111 discUSSion Det\.,.een certmed prescrtber and cancer patient t:lj arcnJVal storage ortne ESA 
APPRISE OIXOIOQY Program Patient and Healtll<:are ProfESSiOnal (HCP) Acla10v.1edgment Form fOr ea<n cancer patient 
lor wt>om an ESA prescripfion was nue<t 

• To ~m more abOUt aDowed ctlanges to the Patient Aclulowtedgment Form, please refer to the Guldefines~· ··.·· '".· .. ·· ·.-: .. : .. tor Patient Ack:no'lr1edgment Form Integration within Healthcare Systems and CliniCS tlashcard. . _- ·_· _· _ .. · 

i . ' ·..:.: ·---~~-·-=-~: 
' ' -~.:. -=- -·-~ 
·c_,,..,·<~--~.-.. -:o::_-··· 

~ 
Please see me run prescribing lnforma110n for Arlme~ (dartJepoetin alfa), Epogen0 (epoetln alfa). or Pror:rit<!' (epoetin a~a) for 
otllerrlsks assoclaledwilliitlese ESAs,ln<luafngotllerWamlngSand PrecautJons. and Adverse Reactions. 

failUre to comply w1t11 tht ESA APPRISE OnCOlogy Program roqulromonts, lncluaJn; onrollmtn1. will rosvn 
in suspension of your hospilllrs iiCCHs to ESAs. 

A re..enroJ!ment periOd wm occw-a-ery 3 years for thls program. You Will be notified When re.enronment is requtred. 

Upon eomptetion of this enroflment process. you (and an anemate contatl, tf provided) Wilt receive an ema!J with the ESA 
APPRISE On<ology Program enroflmeniiO nurnl>ef unique to yoor hospllal. Tills enronmentiD numller allows you to ldentitt 
HCPs enrolled at your locat!on,ll)' tfitking the Hospital Designee log-in at !he top right of the ESAAPPRISE Oncology Program 
wel>Slle 110me page. You can also onler more ESAAPPRISE OflcOiogy Program matenars VIa www.esa-appnsuom using ll>e 
nospltal enrollment 10 numDer. 
Once you have enrofJed. you w.n recewe the HCP Program S1arter Krt to assiSt HCPs in your llOsprtal In tmpfementmg tne ESA 
APPRISE On<o~ Program. 

Malorials provlat<lln tho HCP Progl'iVII Stanor Kl!: 

• ESAAPPRISE OncOlogy Program Patient and ~altllcare Professional (HCP) Ackr\OI'.'"<lgment Form 

• Aranes~ (darbepoellO alia), Epogerrt (epoetin a~a). or Protnt~ (epoetll alfa) Med~ation Guides 

• Guidelines for Patient Acknowledgment Form Integration wi!llin Heanhcare Systems antt Ctlnlcs 

The pres.crJbefs enmument klentl11catlon number ana ttte nosp'lars sne ICentlftcanon number are required on evety paUent 
ackrlo'l.1e<lgment form. 

vou must respond to me roiXJWing questoo to aovance to the next setlion 

Have you nvJtwed an ot ~on 3: Plvgram Rtqulrements ana Mmrl•ts for HealtiJ~ Providers .nd Htnpttat 
Designees? 
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Section 4: Hospital Designee Enrollment 
Nm.v 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 hospital's 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 follmNing question to advance to the next section 

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

Yes~ I haW revie¥le_d al of Section 4 

Training & Enrolrment Progress 
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ESA APPRISE Oncology Program Enrollment for Hospitals 
1 agree to the following on behalf of my hospital: 

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

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

• 1 understand that if healthcare providers (HCPs) in my hospital prescribe Aranesp® or Epogen®fProcfit® to patients with 
cancer, failure of the staff to comply With enrollment requirements will lead to suspensiOn of access to Aranesp® and 
Epogen®fProcfit® for my hospitaL 

• I Will inform an Aranesp® or Epogen®/Procrit® prescribers at my hospital of the ESAAPPRISE Oncology Program training and 
oncology prescriber certification requirements_ 

• 1 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®/Procfit® for patients with cancer has enroued in the ESAAPPRISE 
Oncology Program; and 

• that the discussion between the patient and ESAAPPRISE Oncology Program-enrolled prescriber on the risks of 
Aranesp or Epogen/Procrit therapy is documented by patient and prescriber signatures on the ESAAPPRISE 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 that prescribes Aranesp® or Epogen®!Procfit® 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®/Procfit® 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_ 

• 1 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 (ie, unique enrollment 10 number) that each HCP in my hospital who prescribes Aranesp® or 
Epogen®fProcfit® for patients With cancer is enrolled in the ESAAPPRISE Oncology Program_ 

• Documentation of the risk:benefrt diScussion between certified prescriber and cancer patient by archival storage of the ESA 
APPRISE oncology Program Patient and Healthcare Professional Acknowledgment Form for each cancer patient for whom 
an Aranesp or Epogen/Procrit prescription was filled. 

Aranes~ 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 

1 have completed the ESA APPRISE Training Module. 1 understand that failure to comply With the ESA APPRISE 
Oncology Program requirements will result in suspension of my hospital's access to ESAs. 

Yes. I agree to allhe above I 
Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment For Hospitals 

I 

Are you enrolling into the 0 
ESA APPRISE Oncology 

Program for the first 
time? 

First-time Enrollment 
Re-enrollment 

0 indicates a required field. 

/Autl!oriz&ci Hospital D·&sign~6~1-1f~f~1<?,tio~ _ 

I First Name 0 

I Last Name 0 

Title 

Email Address 0 

Confirm Email Address 0 

Password 0 

confirm Password o 
Phone (#fl# #fl# 1#f#lf) 0 

Fax (#fl# ### .. NIJ::I) 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. 

L___--------------------------------------------------------------~ 

Electroni<::: 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 

Date o 

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

Are you enrolling into the C Flrst-time Enrollment 
ESA APPRISE Oncology -o Re-enrollment 

Program for the first 
time? 

Enrollment ID C 

Last Name 0 

Title 

Email Address 0 

Confirm Email Address 0 

Password 0 

Confirm Password 0 

Phone (### #1#1 ##l#lf) 0 

Fax (#1#1-###-##l#lf) o 
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 ESA APPRISE 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. 

----·------·-·--· ----- --- ----·-- ---- -
Date 0 : :0~- _ 

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

Hospit21 EnrollnKmt lnform;~tion--------------------------- --·------------
Please provide ZIP code or city/state to find your Hospital Main Address 

ZIP City State 
-or- • rs-earct~-J 

Please select your hospital 

1 •• ~ ~ ~ ",:-.~! .u.:-· .. ~ '··' !,.• 

Practice Name·' Address City State ZIP Code 

0 Hospital main address rs not listed 

--~ 

I [

HI)Spital Contact ln-:'orm2tion for R<?ceipt of Pro£rram f,11'\teri21s 

0 Click here If different from the authorized designee 

---- _______________________ j 

Training & Enrollment Progress .. ·--- ............ .... ... "''1 ma-

.. 



e:.~~~· 
Home Forms & Resources FAQs Contact Us 

- . - . ' 

ESA APPRISE Oncology Program Enrollment For Hospitals 

~HospH::l Ei::~~~:i11~:~~~:«tlon ------
1 Address 0 
I 

City 0 

State 0 

ZIP Code 0 

HIN#O 

·or-
000#0 

D search by ZIP code or City/State 

... 

~~~;:~:;~:::;;,::::".:~:::.~"!~:,:::ogram Pot,,rioio 

Training & Enrollment Progress 
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0 indicates a required field_ 

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

1Hc1~ oE2l EnroHrnt:nt lnfo;rnc::;.t!or~----------------

1 Plea~e provide ZlP code or city/state to find your Hospital Main Address 

ZIP City State 
-or- Search I 

i Please select your hospital 

I
I i ,;._ ''·'· ·," ... ,-,., _,.,:;_r-".c·.·''·''·1··''.: 

Practice Name - Addre.ss City 

I 
I 

=: Hospital main address Is not listed 

~Hospit~i Cont~:;~::::~onforr.~ceipt of Pro~~=~!v1~teria!s 

I Last Name 0 ---- -- - ·· ... ------- --

1 D Same as hospital main address 
I Address 0 -- ------------

City 0 

State 0 

ZIP Code 0 

Email Address 0 

confirm Email Address o 

Password 0 

confirm Password 0 

Phone (###-t##f l/!i!I!J) 0 

Fax (###-t##f ;';':'//!!!) 0 

0 Hospital summary Report Opt-In 

State ZIP Code 

Please send an email notification to the hospital email addresses listed above that 
summariZes all HCPs enrolled in the ESAAPPRJSE Oncology Program at our 
hospital eacn 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. 

::J Clicl< here if contact is tne same authoriZed designee 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment For Hospitals 

Hospital Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

HIN#O 

-or· 
000#0 

e indicates a required field. 

0 Search by ZIP code or City/State J 
Hospitsi Cor;t;cct inf.ormation for Receipt of Pre, gram ffl2iteri2:l<3--------------~ 

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 

Phone (### ### :::::::1} 0 

Fax (### ### :t!!!f/1} 0 

0 Same as hospital main address 

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. 

c.J ClicK here if contact is the same authorized designee 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment For Hospitals 

Contact Us -. 
- ' 

· 0 indicates a required field. 

r

Hospita! Enrollment lnrorrnatbn Address L1atch 
The address you entered has returned similar entries in the ESAAPPRJSE 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. 

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: 
=; New Hospital Name 

1001 Main Blvd 
Los Angeles, CA 90001 

------------------------------------------------------------------------~ 

Training & Enrollment Progress 
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ESA APPRISE Oncology Program Enrollment For Hospitals 

@ Print this Page 

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

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

Enrolled Hospital 

Site 10 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 ESA APPRISE 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 Hearthcare Professional (HCP) Acknowledgment Forms 

• Aranesp® (darbepoetin alfa), Epogen® (epoetin alta). 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 
ProfessionaiiHCPl 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. 

~ ~. ~. 
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Order Program Materials 
Medication Guides can be delivered to your practice location. To begin, enter in your ~'!9.1~'"!1-~"\!P. and click the button below. 

EnrOllmeniiD: 

[ Continue J 

H!altncare Provider and Hospital Designee Materials 
':'J Dear Heanhcare Provider fDHCP! Letter to HCPs who prescribe. or orescribe and d1soense ESAs for patients wilh cancer 

~Dear Director of Pharmacy/Administrator Letter to hcsoi!als that dispense ESAs for patients 1'.-ith cancer 

':J ESA REr..tS Flashcard 

~ ESAAPPRISE Oncology Proaram Heaithcare Provider Flashcard 

'd ESAAPPRISE Oncology Proaram Hospital Process Overview Flashcard 

':j ESA APPRISE Oncology Proaram Trainina t.1odule lor Health care Providers 

':'J ESA APPRISE Oncology Prooram Trainina Module for Hospital Designees 

':] ESAAPPRISE Oncologv Program Enrollment Form for Healthcare Providers 

'd ESA APPRISE Oncology Proaram Enrcllmenl Form for Hosor.als 

:':J ESA APPRISE OncoiOm· Proaram Patient and Healthcare Professional fHCP\ AcKnov.1edgment Fcnn 

'd Guiaelines for Patient Acknowledcment Form Integration within Healthcare svstems ana Cl>nics : ~~~ 

!;1 ESA APPRISE Oncology Proaram Patient and Health care Professional fHCPl AcKno\•.1edgmenl Form- SPANISH 

Prescribing Information 
'mAranesp:;: fdarbeooetin alfa\ full Prescribing Information 

':J Eoogen& leooetin alfal full Prescribing Information 

'd Procrit€ lepoetin alfal full Prescribing Information 

Medication Guides 
t)Araneso~ lgarbepoetin alfal t·.ledication Guide 

'EJAranes!P (darbeooetin aJfa! t.ledication Guide- SPANISH 

':d Eoogen~ leooetin alfal Medication Guide 

'd Eoouen" [epoetin alfal Medicat;cn Guide- SPANISH 

'd Procri~ (eooetin alia\ 1.1edication Gui.~e 

'Ed Procrit€ le;lOe!in alfal Medication Guide- SPANISH 

Instructions for Use 
':lAranes!P ldarbeooetin alfal Instructions fer Use Sinole-Dose \'lal 

~AranesoP ldarbepoetin alfa\lnstructions fer use-Single-Dose Prefilled Syringe fSinoleJect:':) 

':l Eooaen® (eocetin alfal Instructions for Use 

'd Prccrit<: lepoetin alfal Instructions for Use 

Adobe® Reader® is required to view all of these PDFs. If you oo not nave tt installed, download tt free~
DGet !} 

rijil ADOBE" READ£11" ! 



A APPIJig;. ------ -~~> .. :- -~~~~~,~--- --------- --- -------
W'oNcOLoGvrK~.,.~. ,-·,:; - ·· ,_ . __ ;•!. 
AssiSllngPro;'ldersondCOtlalt~~·•• , ''·· ,<:{ ~ · :,-, ~;:, i.-·: /' 
Risk Information forth!! Safe ilsoo!ESAS;c , ,;,_:!'- .• .it .:· : ;_·:_, / , ·,; • ·_.· 

······fl 
Important Safety Ov . Training & 

Information ervleW Enrollment 
""' • ..::~ ~ ,,_ 'c-_.~ ·~~;;, • ,,_~,, 

Fonns & Resources 
• ~ • ! ~ ~~ 

FAQs 
.. ,. > " ' ~ 

ContactUs " 
' - -- ~~ 

Material Order: Address Selection 

Last Name Smith 

Email Address john.smith@email.com 

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

Please select/enter your shipping address 
. -- '--~· ' --. 

Address City State ZlP Code 
.. --- --· 

Practice Name 1234 N MAIN ST WAYNE PA 19087 

0 Primary practice is not listed 

1 Practice Contact Information---------------------------. 
I 

I

' Confirm the following contact information is correct 

First Name Allison 

Last Name Tennant 

Email Address allison.tennant@emaiLcom 

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

Fax (##If ##If mutt!) 215-555-1213 

CJ Primary contact is not listed 



A APPRtSE __ _ 
_.,ONCOLOGY~: -

' ., 
Assls1ing Pmvidllfs ol'lCI cancer Pa!ierlts~ 
Risk Information for the Safe usa Of ESAS" 

Home Fonns & Resources FAQs , ContactUs ___ ., 
' ' '~ 

I" ' ~ ,~ 
• < ·' . - -- . . '~ , ~ 

Material Order : Address Selection 
-Personc:J Information-------------------------------, 

The Enrollment ID is associated to the following individual. 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

-Pr;;tcti:::e Locations-----------------------

Primary Practice Name 0 

Address e 
City 0 

State 0 

ZIP Code 0 

0 Select from the list of registered sites 

-P•actice Contact lnfonm1t!on-----------------------------, 

Confirm the following contact information is correct 

First Name Allison 

Last Name Tennant 

Email Address amson.tennant@email.com 

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

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

0 Primary contact is not listed 



e~ie~H- ---···-···~ -~---·· · -~···- --
Assi.:Jlng P!IM~ !ll1d amcer ~;-~ ·. 
Risk lnformllfian for the Safe use ofESAS : 

Training& Forms & Resources FAQs , ContactUs .. 
., .;n.r~~-~:- . .,. ' ,.. • " d .. ~ .,· ~~ • jJ • - ..., " > - ~ -

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

I The Enrollment 10 is associated to the following individuaL 

I 

I 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

Pra.ctice Locations---------'-----------------------, 

Please select/enter your shipping address 

Address 
.. -- -. . 

Practice Name 1234 N MAIN ST 

:=J Primary practice is not listed 

City 

WAYNE 

!Practice Contact lnform~tlor:_. _________ _ 

I 

First Name 0 

Last Name 0 

Email Address 0 

Phone (### ### #####) o 
Fax (### ### tl###) 0 

:-J Select the registered primary contact 

State ZIP Code 

PA 19087 



1!1.\ APPRJSE~-
._,ONCOlOGY~
~is11no Providers and tlll'lttY~~\ ·· 
Risk lnf;rmolian for the Safe USil of I!SAs · 

Home 
•• r. 

~·- , .. < ' 

Material Order : Address Selection 

, . _ FAqs __ , , _ C9f1!actUs , . 
;... • •• : v "" ~ <:;.; ' .,.~ ' .- ~"' .. ~~ -~" --~· 

-Person;.; inforrnation-------------------~------------. 
The Enrollment ID is associated to the following indiViduaL 

First Name John 

Last Name Smith 

Email Address john.smith@email.com 

Primary Practice Name 0 

Address 0 

City 0 

State 0 

ZIP Code 0 

[] Select from the list of registered sites 

Last Name 0 

Email Address 0 

Phone (### ##If lf:WUI) 0 

Fax (### ##If m:'iWI) 0 

:=J Select the regiStered primary contact 



"
········~_.·· APP~DII 
ONCOLO( 

Home 

Material Order : Specify Type and Quantity 

1 Materi2ls Selection 

Select the materials you would like to order 

,~ntity Item 

Medication Guides 

a--; Aranesp® {darbepoetln alfa) Medication Guide 

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

o~ Epogen® (epoetin alfa) l'v1edication Guide 

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

o -; Procrit® (epoetiil alfa) Medication. Guide 

{)·-:; Procfit® (epoetin alfa) Medication Guide- SPANISH 

Tear Pads 

Forms & Resources FAQs , 
. . . 

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

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

Other Items 

., Contact Us . 
. - . .. .. ~,. 

I 
o .... Prepaid Reply Envelopes 

·········--./ r Next J 



e ONC®I3V 

Home Forms & Resources FAQs 

Material Order : Your Current Order Items 
-Current Ordm·-

The items that you have selected are listed below. 

, cl;uantity Order Item 

5 Aranesp® (darbepoetin alfa) Medication Guide 

10 Epogen® (epoetin alfa) Medication Guide 

15 Procrit® {epoetin alfa) 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 

[-s~bmit()rde;] 

Contact Us 
• "~ • v ~ • 



SA:~ .. 
Home Fonns & Resources FAQs 

. ' ' ,, . ' ' 

Material Order : Your Current Order Items 
~ Pri!',t tl1is Pace 

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 

~,;~uanttty Order ltem 

5 Aranesp® (darbepoetln alfa) Medlcation·Gulde 

10 Epogen® (epoetln alfa) Medication Guide 

15 Procrit® (epoetin alfa} Medication Guide 

25 Tear-pad (25 sheets) ESAAPPRISE Oncology Program 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 shiopina address or enter in a new Fnrollment 10 to order 
materials. 

ContactUs . 
' J.- ~ •• 



-Forms & Resources 

Order Program Materials 
Met'~ "' 

To download tile ESAAPPRISE Oncology Program Patient and Healtllcare Professional (HCP) AcknOWledgment Form. 
enter your Enrollment ID and click Next Your Enrollment ID can be obtained in your enrollment confirmation email. 

Enrollment 10 

~~'-------------
[Next>! 

~ESP. t..P=RISE Oncoloa ... Procram Hemtl1care ?rovfde:r Ftasncard 

:J ESA APPRISF Onr.~J!om oroarar1 Hospit~t =>recess overvie\'/ Flasncar1 

:J i=SAAP?RISE Oncoloqy Proaram Trainin~ Llodul,; for Hea!ihcare Providers 

-:-J FSA AP?RfSF Oncoloa;.: Prooram Tra!nina ft1Cdt.:!e fe-r HosPital Desianees 

:J E.SA AP?RISE Oncoloay Proar3rn Enrolimenl Farm for HeaiHlCare Pro~li~'Ors 

':;) ESA APPRISE Oncol?gv Proaram Enrol!m·ent Form for Hcsp1:a1s 

:l i=SA APPRISE Oncoklg\' Frocram Pat1enr and Heal\hrare Professional :HCPl Ackno>•:ledgment Fom1 

'!J Guidelines for Patient AcKncwledament Form Integration \".'itnm Healthcare Svstems and Cl!rucs -..~ 

'd ESA AP"'RISE Oncol0g\' Prooram Patiem and Heal•hcare Professio'na/IHCPI Acf:nowledoment Form- SPANiSH 

Prescribing Information 
~Aranesp' fdarbepoetin alfaj full Prescnoino lnfonnat!O~ 

::lEoooen·~ leooetin ar.a; full Prescntmg Information 

~ Procrit:t t'epoetin alra·l full Prescribing Information 

Medication Guides 
dAranesq~ tdarbepoPtm alta) t, .. ~ed!cation Guide 

:J Arnnesol· fdarbeooelm alta 1 Ued.1canon Gw!1e- SPANISH 

~ Eoogen~ teooe!ln plfa·l r .. 1edicaiicn Gulde 

~ Fpogen:5 fepoeiin alfai Lteditaiicn GUide~ SPANISH 

:J Prccnt!· rwoetln alfa; l.tedJcation Guide 

::1 Prccnt'" iepoelin aifa\ Uedicativn Guide- SPANISH 

InstructiOns for Use 
':JP..ranesp-~ tdalt'Apoeun alra·llns!rurttons for use-Sincle-c~cse Vial 

-:;J Aranesp!.' fdarbeooetin al~a !Instructions for Use Smale-Dose Prefi!led ·synnge rsma!eJect~i 

:J EQ?gen~ feooetin alfa! lnstrucHon~ for UsP 

~ Prcr.ri~Z teooe1in alfaJins!ructions for Use 

Adobe® Reader® JS required to vieW all ofthe5e PDFs. If you do not tJave it installed, download it free nere. 

II. Got ~ 
;'I.OOOt:• READER• 



-Forms & Resources 

Order Program Materials 
Me<'; .. . . 
En I. ·i>::.: ·• ,-j ~·-~! ~!.C.r.'i',__;_i < L_;..j t~;.~ ·,-~ ::;.'::~, ~-~~~~-

Click tne Pracliee Name to download the ESAAPPRISE Oncology Program Patient and Heanncare Professional (HCP) 
Acknowledgment Form for that location 

He a ..,, 
.:....:1! 

Name 

Dakota Health Svstem 

Imperial Pofnt Medical Center 

Slbiey Memorlal Hospital 

AMI Culver Unlon Hosoltal 

123MainSt 

456 Race St 

123MalnSt 

456 Race St 

A~ dress 

Los Angeles 

Los Angeles 

Los Angeles 

Los Angeles 

7] FSA APPRIS~ Oncoloa·~· Proaram Tralnina Uodule for Hosp:!al Desianees 

~J ESAAPPRISE Oncoloa,· ;:roaram Enro!iment Fofm for Healtticare Prc)viC-=rs 

W ESA APPRISE Onco1oav t:'roaram Enrollment Form for Hcsp17als 

City State 

CA 
CA 
CA 

CA 

d ;:sA APPRISF Oncoloay Prcaram Pat12nt and Heatthcare ProfessJcnal fHCPI Acknowledgment Fom1 

'!J Guidelines for Patient Acknowledamem Form Integration ·.•:t!hi~ Healthcare Svstsms an<:! Clmics ,.€1' 

ZIP Code 

90001 

.90001 

90001 

90001 

'd ESA APPRISF Oncolcay Proaram Patiem and Heal!hcare Professional IHCPi Ackno>·:fedgm.o:nt Form- SPANISH 

Prescribing InfOrmation 
L'J Aranesp" ldarbeooetln alfal full Prescnbing lnformatP:In 

::J Eooaen"' reooetin alta 1 full Prescnbina Information 

~Procnt~ iepoetin alta\ full Prescribing lnformaMn 

Medication Guides 
t':J:Aranespe:> (Qarbepoeun alfal Uedfcaticn Guide 

'!JAranesp!:' (darbeooetin a1fa1 Uect,calion GL11~e -SPANISH 

~ Eoogen:a: reooetln alfa\ IAedicalion GUide 

~ Epqgen'!o fepoelin alfa) !.led;ca;ion Gwce- SPANISH 

::J PrccntE repoetin alfal J,led•ca!ion Guide 

::J ProcfitS: ieopetin alfai l·,terJ:cation Guide- SPANISH 

Instructions for Use 
:;J.n.ranesp~· tdameooetm alfa} lns!rw:nons fer use-SI!"!ale-Dc.se V1al 

~Aranesoi fdarbeooetin alfaJ Instructions for Use-Sinale-Dose Prefi:led Svrmge iSin'JJe.Ject5:li 

'm t=ocqen~ reooetln affa·l Instruction~ for U5e 

L'J Precrrt'-" (epoetin alfallnstruct,ons for Use 

Adobe® Reader® is required to view all of these PDFs. If you <lo not have rt installeo, !lowntoad it free nere. 
~ 



··············.··-.-····-... ·. •A 
........ '""''""P-U·.r1r. 

Forms & Resources FAQs Contact Us 
¥) ~· ... ..... ... 

ESA APPRISE Oncology Program Login 

Usemame 

Password 

I Login j 

First time user? Forgot passvvord? C[!cl< here. 



A'P:t •. ~-- •. _ ..... _.·-.··.· 

ONCOlGG 

Password Assistance 
Forgotten Pass'Nord 
Enter in the username you use to access the site and an email will 
be sent that will provide you information to login. 

------~-------·---~--

Username 

Confirm Username 

I Continu~-1 

Forms & Resources FAQs Contact Us 
' . . ' '- ~ .. ~ ' ' ,: 

First llrm~: 1,Jser::; 
Enter in your Enrollment ID and an email with instructions for how 
to login will be sent to the associated email on record. 

Enrollment 10 

Confirm Enrollment 10 

I Continue 



___ , __ 

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 password. 

FAQs Contact Us 



ESA APPRISE Oncology Progmm Prescriber» Practice Location Management 

Practice Location Management 

n Practice Name 

[] Dakota Health System 
-··· - ----·--···· n , Imperial Point Medical Center 

[] • Sibley Memorial Hospital 

D AMI Culver Union Hospital 

•123 Main St 
--------- --~- -- -------

456 Race St 

123 Main St 

456 Race St 

Add Practice Location.] [ Remove Practice Locatib~-~ 

Address 

Forms & Resources 
" "' 

City 

'los Angeles 

! Los Angeles 
- . 

1 Los Angeles 

! Los Angeles 

' 

FAQs Contact Us 
" ,_ ;i. . . 

State ZIP Code 

CA 90001 
CA 90001 
CA 90001 

CA 90001 



Important: Safety Ov • Training & 
lnformati~ ,, _ _ __ , er:~ ~ _ _ ~r,O;!!ffient, ,. 

Forms & Resources 
.... .,., ,. .. ""~"""' " 

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

Add Practice Location 

!

Practice Location Lookup 

ZIP City 

-or-

I 

I Practice Name 
--

Dakota Health System 

Imperial Point Medical Center 

Sibley Memorial Hospital 

AMI Culver Union Hospital 

CJ Practice location not listed 

State 

I Search I 

Address City State 

123 Main St Los Angeles CA 

456 Racest Los Angeles CA 

123Main St Los Angeles CA 
-

456 Racest Los Angeles CA 

FAQs Contact Us --
A ' ""-."' ' ._ ~ 

ZIP Cede 

9ocio1 

90001 

90001 

90001 

!Practice Contact Information -----------------~------------------------------------

I Cancel J 

First Name 

Last Name 

Address 

City 

State 

ZIP Code 

Email Address 

Confirm Email Address 

Phone (f#l#.-#1## ####} 

Fax (#I## fl## ####) 

[]Address same as Practice Location information above 

I Add Practice Locstion J 



Home 
• -.!• • r ~ 

Important Safety Ov . Training & 
, Information ervteW . , Enrollment , 

""" -~ . ~-~""' . . ... ~--

Forms & Resources 
• • < L.' 

. FAQs . . : -
ContactUs, .' 

-~ " ,- . '·. - . 

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

Add Practice Location 

Practice Location Lookup----------------------------------------, 

Practice Name 

Address 

City 

State 

ZIP Code 

C Search by ZIP code or City/State 

r

Practice Contact Information 

First Name 

Last Name 

J Cancel J 

Address 

City 

State 

ZIP Code 

Email Address 

Confirm Email Address 

Phone (##It ##It HN:'f:'l) 

Fax (##It ##It ##NN) 

0Address same as Practice Location information above 

I Add Practice Location J 



~o#c~-~%~~¥?~~~ 
Asslsllng Prmlders ond Oll'ltel'.~ 
R!;;k Information for tho $af!ll 

Horne . fQml:!i &, ~esources~ FAQS 
~ ~ "' ' ""' . . 

lmp~r.tantSafety · 
. ,. lnfoima~o:~ . ' ,•' .. . ', . .. :' 

ESAAPPRISE Oncology Proomm Prescriber» Practice Location Management 

Practice Location Management 

!~. i ~ ... :: .... ; .. :. "·, . . ':···. ,·,. 

[J ?ractice Name A.ddress St~t.e: 

i:t! Dakota Health system ·.~. "' 'C -··-"C;~,-~.?~~~~~i.~-~tc-•·c··. 

(Jty 

In~ AnnPIPc;: r':A 

L] Imperial Point Medical 

L-:::! Sibley Memorial Hospn 

[] AMI Culver Union HOSJ 

I Add Practice Location I [ 

X Do you really wantto remove the following practice location? 

!cancel] 

DaKota Health System 
123 Main St 
Los Angeles, CA 90001 

By removing this practice location, you will no longer 
be able to prescribe ESAs for patients With cancer from 
this location. 

I Remove Practice Locatio~ 

ZIP Cod: 

90001 

90001 
90001 

90001 

- . 

. CootKt·U$ 
:t:R _,,;' 0 ' ; ~ J~ ,o' '0 \'_.'J 



8
·-·-·.·.-.·.-.--~ .. -.· ... -
A~pp:• 

ONCOI.SG 

ESA APPRISE Oncology Program Prescriber» Edit Profile 

Edit Profile 

lrescriber Information 

[ Cancel ] 

First Name 

Last Name 

Professional Designation 

Trtle 

Email Address 

Confirm Email Address 

Phone(###### #=If##) 

Fax(###### #=If##) 

NPI# 

·or
State/Territory License # 

and Issuing State 

Forms & Resources Contact Us 
- . - -- -

"" 

"" 

[ Update Profile ] 



• ------·----.---. 
A't 

ONCdi.Ot;•tF 

Fonns & Resources F.A.Qs Contact Us 
' -

ESA APPRISE Oncology Program Prescriber» Change Password 

Change Password 

New Password 

Confirm New Password 

I Cancel--j I Change Password I 



·~:·---· 
Forms & Resources 

r or - • ~ ~ 

ESA APPRISE Oncology Program Hospital Designee 

Hospital HCP Enrollment Management Report 
Manage your prescribers for1hls location. 

Edit Profile 
Keep your profile updated. 

Change Password 
Change your password. 

FAQs Contact Us 
~ . .. ' 



-~ ... ~. -~·--~ ..,, ..... ~ 
Forms & Resources 

' "' '"' ,. 

ESA APPRISE Oncolom• Program Hospital Designee» Hospital HCP Enrollment Management Report 

Hospital HCP Enrollment Management Report 

Enrollment ID ·' First Name 

'548789 John 

: 563482 Jane 

:457687 Allison 

I Add Prescriber I [ Remove Prescriber I 

Last Name 

:smith 

• Wintersmith 

Tennant 

Designation 

MD 
MD 
r~m 

FAQs 
- ~ - ,-

Completed Date 

01/24/2010 

03/03/2010 

03/30/2010 

ContactUs . 
' '. 



~···4DD. · ... DJ,t;;s;s 
V'v...,.,~v;~;v!lo,.;l 
Asslsling ~;ro; end ~fto1iel'li$W)I:r : 
Rl:sk lnformotl!:m for tht! Sahl!· U~ 01 

Hom~. 
1mportant Safety 

· ... !'!form.~~.~n 
Training& 
EnrOllment · FOrms & Resoo.rces . 

'"· < ' ' " 

. FAQS. .. . ' ' ' .. , ~.. ' ,,~ ' . lr-''"'· .,,;.:;,·•···;r.·<·c,·--. ... ..... ,.... "t" .. ,... ' ' 

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

Hospital HCP Enrollment Manaqement Report 
.r·.:·: · ·· ~-_.·:·:-."'·"":T!'".';'"'' -~· '.'"':':'·-:'":~.;···: •:..-:;·.··:.\'·' -~·:'.:;•.~:;""·-·;·'.''·.::-':·':.":"~''"; ·:.::-~-- .,..-:,'.7'---' .• .·;.-:·''"~"·.:· :"·.;;:·,;~·. "';'": -~ .····~ .-. -~: -~.L~' '":·-· ·· .• · 

Enrollment lD · 

5487.89 
563482 
457687 

John 
Jane 
Allis or 

:, ::f:;,ii{1¥~::~-~::.f'#L~·~:1~2i~~fi:l:¥.;t~;bl',~~t~i~~T'~ Ji·i:it_~,;;,+:~.: ... /,~.~A .... : .. · •. ,,, .. : .. ~~,.:, ,.,. ,, .· · 

+ To add a prescriber to this ;Site, enter the prescriber•s Enrollment 
ID in the following field. 

Enrollment ID 

... ~- ~:: 

I Cancel I I Add Prescriber I 

Add Prescriber J [ Remove Prescriber I 

[~ate 

/24/2010 

1'03/201 0 

/30/2010. 

ContaCt Us . , ' . 
(. - . . 

!- ;e 

AMCtEtr 
,;;t'!i;~~!~;' ,, 



APPRISE;:"·-······· •
••••••••••••• 

. ONCOlOGYP~·;.-~.,:.: .. 
'"\'.;·,: .. ·.;:'< ;::::.~;~~Z.··:.\;.:;::_. ''" 

Assl!!lllng Pt~ ond amtar:PQ1tan¥S:W!~·::,:.- ,; __ 
Ri:;k lnformotlnn for The- !iota usetlf~ ;,. ·· 

. Home· 
- ~ " ~ . . 

··:·.-

Training& 
. Enrottmeitt 

. 

FQrtns & ResQ\it~~-
~ ~ ~ 

ESA APPRISE Oncoloa'i Program Hosp'" "; .. ':" ... -~---·····-·-.. ··--·- ~ ... ··-- -. 

Hospital HCP Enr )( Do you reanywantto remove the following prescriber? 

~. ,, 

Enrollment ID 

·548789 

563482 

457687 

.John 

Jane 

Allis or 

John Smith 
Enrollment ID: 548789 

By removing this prescriber, this individual will lose the 
"'··- ability to dispense and/orprescribe ESAs for patients 

with cancer from this location. 

' > ',. 

~FAQS 
··~ ' "' . ~ '\. ·- : \ . 

··'·· 

Date 

f24/201 0 

/03/2010 

/30/2010 

! Cancel I r·-Rernove Prescriber I 

I Add Prescriber I f Remove Prescriber J 

,.. ' • h 

¢ootic:t Us. . -~ 
, 1 , •• 1 r,:. .., ~ •;' 

:~(<'~-;~()~,~~)Jff: .. 



0APPRISE. 
ONCOLOGY PRO~¥\, . 

AssiSling Pr<Mders and C!l11«'! Pat'~~ 
Risk Information for the Sofu use of ESAs. 

Fonns & Resources 
' ' ' 

, FAQs _ 
' ; ~ 

ContactUs : 
< - • - • ' ~}: 

ESA APPRISE Oncology Program Hospital Designee,. Edit Profile 

Edit Profile 

-Authorized Hospital Designee Information---------------------------. 

l Cancel 

First Name 

Last Name 

Title 

Email Address 

confirm Email Address 

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

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

0 Hospital summary Report Opt-in 
Please send an email notificatiOn to the hospital email addresses listed above that 
summarizes an HCPs enrolled in the ESA APPRISE 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 ESAAPPRISE 
oncology Program. regardless of reason or cause. 

[ Update Profile j 

Hospital HCP Enrollment Management Report Access 

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

Hospital usemame Password 
--- ------------- ,------, 

I Update J 



A"r 
... 1"\fl.tt"nl'l"\r.::t./·:t:mit 

Forms & Resources FAQs Contact Us 
. ' ' ' ' ' " ' 

ESA APPRISE Oncology Program Hospital Designee» Change Password 

Change Password 

New Password 

Confirm New Password 

I Cancel I I Change Password I 



Hospital HCP Management Report 

Hospital Information 

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

Hospital HCP Management Report 

Enrollment ID 

548789 
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FAQs 
Questions 

wnat is a REt.1S? 

\fllho must enro:t in the ESA A!:IPRtSI= Oncotoqy Program? 

\Vhal are m"' cqns"'quences of not training aM enrollma In the ESA AD PRISE Onco:QCJy Pro·Jram? 

Hc·s long will this enrollment taKe and can mv nurse or or.ice mana~er enrol! ~or me? 

Why do I need to give out a r.~f:dtrattqn Guide if my pracl1ce ha"'- de'Jeloqed our own educat:onal p1eces? 

we u!thze standard fonns for documenl!ng pati"'nl cons.ent can v:e mocHy our eXlstrng cons~nt fcrrn to be hke the 
ackno\•,1edgmentform you orovideC? 

can the dtscusslon with tne oa<tent o:1 ESA nsks and t:Jene~r!s be conducted bv a nurse or o:her guahfied hea!ln care 
professional? 

1 enro!!ed In the ESA APPRISE Oncorogy Prooram throuah my offkP but now 1 \•,ant 1o imtrate a nt»: course o~ ESA tneraq: to 
a o~tren~ In the hOsmtal Do I have to re-ewo!P 

Can pati~n~s still receiy.; !heir ESAs 11 tn"'-re Is no fnro:!ed orov1d<>r on site 0:1 the actu3! da1.' or m!<>&1:9ll7 

wnen 1 tr~'>at a pa!ien' ~\"lih cancer in my on•: are practice do 1 nee=O to seM m.=. c:.igned oat1ent ackn;:rN!edgm<>-nt form to IJJE: ESA 
AP?RISE OnccJogy Prom-am Ca!! C"'Djer prior to adm'nisienng the ESA? 

Should I be concerned ir1 sendma mv pat1enrs name en the oatien' atk00\':1-=-dament form to the ESA APPRISE Oncotogv 
Program Call Center? 

t..n~\'Jers 

Whatls a REMS? 
A Risk Evaluauon and Mrtigation Strategy (REMS) is a program estalllished un<ler the FOOd and Drug AllmlnJstrabon 
Amenaments Act (FDAAA) of 2007. FDAAA grants FDA the autllO!ity to require a drug manufacturer to develOp and 
JmptementaUOn a REMS ~FDA determines that a REMS is necessary to ensure that the Denents of a drug outweigh the risl<s 
This provislOn tOOk e1fect on March 25, 2008. LinkS to approved REMS can 00 found on tne FDAwebsrte at nnp /1\'.y,".'.' fda goy 
/Drugs!DmgSafety!Postmaf1setDrugSafety!nformatlonforPali"'ntsaMProviders/ 
ucm111350 ntm. 
FDA has determined that a REMS IS necessaJY tor all marl<eled erythropoiesiS stimulal!ng agents (ESA) (Aranesp", Epogen• 
and Procrll']. · 

~ 

Who must onrollln tho ESA APPRISE Oncology Program? 
All neanncare providers (HCPs),lncluSive of l~ensed non-physic tans. wno prestrlt>e or presenile and dispense ESAs to treat 
cancer patients for their anemia must enroll In the ESAAPPRISE Oncology Program. 

In addtuon to HCPs, for each hospital that dispenses an ESA for patients with cancer. a Hospital Designee, e.g. pharmacy 
director or other HOspital Designee. must enroll In the ESAAPPRJSE Oncology Program. 

~ 

What are tho consequences Of not lr.llnlng ano onrotllng In tht ESA APPRISE Onco~ Program? 
FaUure to compty with program requirements. Including training and enrollment. wiD result In suspension of access to ESAs. 

~ 

How tong will thlS enrollment take and ct~n my nurse or omce manager enroll tor me? 
The training aM enronment should take approXimately 10-15 minutes to complete and can be completed on this webSite or 
fa<:llitated by field-based company representatives. The ESAAPPRJSE On<ology Program requires that the a<:tual prescribing 
HCP complete the training and enrollment in the program. 

~ 

Why do I nH<I to glvo out a Modi caliOn Guido If my practleo has dovllopod our own ooucational piKes? 
The Med~ation Guide for the drug you are prescribing (Aranesp&, Epogen® or Procrl~ must be Used as the revieW IOOIIn 
counseling patients on the rtsl<S of that ESA. Your edutatiorlal pieCes can De given togetlief with the MediCation Guide, but 
cannot replace it 

~ 

Wt utiliZe standard forms for documenting patltnt consent can w. mOdify our existing conunt form to be llkt tht 
aCI<noWiodgmont ronn you provldod? 
The Program requires the ristcllenent discussion be documented using the ESAAPPRISE Oncology Program Patient and 
Heattncare ProfessiOnal (HCP) AckooW1edgrnent Form. 

To Jearn more about allowed changes to the Patient Acknowledgment Form. please refer to the Guidelines tor Pallen! 
AckooW1edgrnent Form lntegrallon within Healthcare Systems and Clinics ftashcanl. 

~ 

can tho discussiOn Wllhtho patient on ESA riSkS and bonoflls bo conducted by a nurse or othor quallllod hoalll1 care 
protosslonal? · 
This program speclneally requires that nea!thcare providers woo prescribe or prescnbe and dispense ESAs conduct and 
document the ESA r1sk·benent discussion. However, nurses and other qualified health care proressiOnals may still be Involved in 
their standaro patierlt education processes. 

~ 

tan rolled In tho ISA APPRISE Oncology Program through my omco, but now I wont to lnlliow a now course Of ESA 
lllorapy to a patient In tho hospllal. Do lllavo to ,..nrotr? 
No. a single enrollment Will app:y across all your prneUCe locations. 

~ 

can p;>tionts stitrrocelvotholr ESAs If thorels no onrotrod provider on slto on tho actual day Of Injection? 
Yes. as tong as the patient receiVing the ESA was giVen the Medication Guide, had the rislcbenent discussion and signed the 
Patient AckooW1edgment Form with the trained and enrolled prescrlber of tile ESA prior lo receiving the lnjeCUOn 

~ 

Whtn 1 treat a patient wtth cancer In my prtvate practice, do I nHd to send tht .llsn.ISI patient acknowledgment form to 
tho ESA APPRISI Oncology Program cau C.ntar priOr to aomtntstanng tho ESA? 
No, the form can De sent alter the ESA has been administered. 

~.1! 

Should 1 bo concomod In sending my pattonrs namo on tho patient acknowltdgmont form to tho ESA APPRISE 
Oncology Program catt Contar? 
No. by signing the patient ackrloWtedgment the patient has only authOriZed hlslher name to De sent to the ESAAPPRJSE 
OncolOgy Program cart center. 

l2ill.JQ.1QJ2 
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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 of 8:00AM to 8:00 Pr ... 1 (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 fREMS Requirement§ for Healthcare Providers (HCPs) and Hospital§ 

ESA APPRISE (Assisting 
Providers and cancer Patients 

with Risk Information for 
the Safe use of !ESAs) 

Oncology Program* 

ESA REMS Requirements forr 
Healthcare Providers (HCPs) and Hos;pitai$i 

·~. 

~SA 

Oth~r 
~rrndkatncoBil$ 

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

./ 

~ 

t-l 

if 

.I 

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 

*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, including Boxed WARNINGS, and Medication Guides. 

il'fl Website at www;escl"apprlse.com. contact your local Amgen or 
:c:atn.:a66~284-sos9> ,, .. · · ·· · · · ' .· · 

r .. n~ncor Ortho Biotech Products, L.P. 
Mitigation Strategy (REMS) 
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Assisting Providers and cancer Patients with 
Risk lnfOrmationfor .the Safe use of ESAs 
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AMGEN' 
Oncology 

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 #: 0 0 0 0 0 0 D 0 0 0 (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. · 

Ooefo~~J~ 
Assisting Pro~iders and cancer Patients with 
Risk lnlormationlor tlie. Sale use of ESAs 
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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 clots, 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®/Procri~ 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 version 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 • I 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 Health care 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-------

AssisHng Providers and cancer Patients with 
Risk Information for the Safe use of ESAs 
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Additional practice location (if applicable): 
Select one: 0 Private Practice-Based Clinic 

0 Hospital or outpatient facility affiliated with a hospital/institution 

Oncology 

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-----------------------------------
Add~ss __________________________________________________________________________ _ 

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-----------------------------"'-------
Add~ss ____________________________________________ _ 

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 1 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 .. 

NnrllmPnth~ r~an~d~~~~d~:~~~~~ Assisting Providers and cancer Patients with 
·Risk Jniormation for the Safe use ofESAs 
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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 as part of a Risk .Evaluation 
aqp Mitigation Strategy (REMS)for Aranesp<~>. Epogen®, and Procrit<~>. · ·· vio6tn · 
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KEY SAFETY INFORMATION FOR USE OF 
ESAs IN PATIENTS WITH CANCER 

and cancer Patients With 
Risk Information for the Safe use of ESAs 
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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 S 
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 part of a Risk Evaluation 

. and Mitigation Strategy (REMS) forAranesp®, Epog~n®, andProcrit®. · .· V206;n 

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, LP. 
Aranesp<~~ and Epogen<~~jProcrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of a Risk Evaluation · 
andM!tigation Strategy (REMS) for Aranesp<~>, Epogen<~>, and Procrit<~>. . · ·· · · V206/n 
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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~gisk Evaluation 
and Mitigatiqn ~trategy (REMS) for Aranesp"', Epogen"', and Procrit:e, · · .' vi06/TI 
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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. 

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 Ri~k Evaluation 
and Mitigation Strategy (REMS) forAranesp®, Epogen®, andProcrit®. · · · · V2o6/il 
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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 ESAAPPRISE 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 formatting-related changes Include: 

• Removal of title, instructions, and footnoted text 

• Addijion of pat+ent identifier and/or cliniC/hospital identifiers 
(e.g., name and/or logo, barcodes) 

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

H NO changes should be made to boxed content 

The hospital or private practice must JMintaln evkklnce of comptiance that the Acknowledgment Form 
was Signed b)' both the patient and the prescriber prior to the initiation ot a new course of ESA therapy, 
Private practices must provide the completed forms to the ESA APP~E ~coloQy.Program Call CenW. ·~~~~§.~ Ar:ant6p"andEpoQen"'llC1!WQi!IIW~tl!ratlemnlkllol~oolne,Procrit"bo.~~ci~cJitllel8loCfdiPIO!IUCII,~P. 
~~~f:;;~.~~U!.~,~.~~.;~ie;~·~!rJi~.;:f.~~(REMS)~ 

Aranesp<ll and Epogen<ll are registered trademarks of Amgen Inc. Procrit<ll is a registered trademark of 
Centocor Ortho Biotech Products, L.P. 
Aranesp® and Epogen<ll /Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as part of a Risk. Eyaluation 
and Mitigation Strategy (REM!)) forAranesp®, Epogen®, and Procrlt®. · · ·· V2 Q6;11.· 
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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 Procrit® (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 aRi~~Evaluation 
. andMitigation strategy.(REMS) for Aranesp®, Epogen®, and Procr!t\1)~ · · .··· ·. · V206tU. 
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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, 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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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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Follow these 3 steps to enroll and participate in the ESA* APPRISE Oncology Prog~·am: 
Failure to comply with the ESA APPRISE Oncology Program will result in suspension of your access to ESAs (Aranesp® and Epogen®/Procrit®). 

1 

~
~~:~ 

/ .,.,...;\ 
I r-. 

'·~J.-

t 

I 

.<:. .: .. •. .... ~ .. 
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. 

2 
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. 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. 

3 

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

~nform 

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. 

*ESA =erythropoiesis stimulating agent [Aranesp0 (darbepoetin alfa)/Epogen° (epoetin alfa)/Procrit® (epoetln alfa)]. Oo~e~~J§! different ··· · ·· · . 
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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 Procrit® (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. 

8 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 Procrit® Medication Guide and ESA Risk:Benefit Discussion 
and Authorization fot 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®/Procrit® 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, L.P.) 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 00) years from the date of my signature, 
or earlier, if required by applicable law. Further, I understand I have a right to receive 

......................................................................... ~.~~PX.?.~~~!~:~~~!~~~~~~_t_i~~: ........................................................................... . 
Healthcare Professional Acknowledgment (Required) 

DDDDDDDDDD 
Prescriber Enrollment ID# 

Signature of prescriber 

Printed name of prescriber 

-1-1-
Date (MM/00/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. 

*Aranesp® and Epogen"' /Procrit"' are different drugs with distinct dosing schedules. 
Aranesp® and Epogen"' are registered trademarks of Amgen Inc. Procnt® is a registered trademark 
of Centocor 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 Procrit"'. V306/TI 
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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 

IPartien'R' !Edu(CBl'fd©l!tl @!rild D©~liJ!me!Fil'fb~'ld©ru R~«1]1VJHr<emenr€:~ 

f©i' !Heaithcaa·e Pr©viden (HCPs) 

Prior to each new course of ESA therapy: 

Oncology 

• 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. 

0 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 Aranesp0

, Epogen"'. and Procrit'". 
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HC!? Progr~m Starter Kit C©rrtent!ll 

e Aranesp® (darbepoetin alfa) Medication Guides 

Q Epogen® (epoetin alfa) Medication Guides 

" Procrit® (epoetin alfa) Medication Guides 

"' ESA APPRISE Oncology Program Patient and 

Healthcare Professional (HCP) Acknowledgment Forms 

.. Prepaid Reply Envelopes 

o 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. 

AMGEN' 
Oncology 

• Complete the enrollment form and fax it to the ESA APPRISE Oncology Program Call Center at l-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#: 0 0 0 0 0 0 0 0 0 0 (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. 
• 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®/Procrit® for my hospital. 

• I will inform aU 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®/Procri~ 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 ____________________ _ Ga~!!e~J~ 
Assisting Providers and cancer Patients with 
Risk Information lor ·the Sole use of ESAs 
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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 l 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 Professi0nal (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 l-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. 

by Food and Drug Administration as part of 
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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-smatl celt 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 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 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 a Risk .Evaluation 
and Mitigation Strategy (REMS) for Aranesp"'. Epogen"', and Procrit"'. · · · V2061il 
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KEY SAFETY INFORMATION FOR USE OF 
ESAs IN PATIENTS WITH CANCER 

and cancer Patients with 
Risk Information for the Safe use of ESAs 
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l. 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 

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

14-15.5 g/dl 

12-14 g/dl 

12-Bg/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 part of a Risk Evaluation 
.and Mitigation Strategy (REMS) for Aranesp®, Ep<?gen®, and Procrit®. · . V206/11 

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 

·o~~~~J§A~ 
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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. Procritco is a registered trademark of 
Centocor Ortho Biotech Products, LP. 
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 Evaluation 
and Mitigation Strategy (REMS) for Aranesp®, Epogen®; andProcrjt®. · · ·_ iJ2o6;n 
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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, LP. 
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 R.i.~kEvaluation 
an~ Mitigation Strategy (REMS) for Aranesp®, Epogen®, and Procrit®~ . V2 06/11 
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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 

lSA APPIUS£ OncoloJY Pro&ram PAtient and Healthare ,rofftdonal (HCPJ 
Acknowled&rnent form (Acknowled1rnent form) 
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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 d.tfferent drugs with dist"tnct schedules. 
This document has been required by the US Food and Drug Administration as part of a Risk Evaluation 
and Mitigation Strategy (REMS) for Aranesplll, Epogen®, and Procritlll. · V2 o6;n 
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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 o{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 Evaluation 
and Mitigation Strategy (REMS) for Aranesp"'. Epogen"', and Procrit"'. ¥206/11 
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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 fonnattlng..related changes Include: 

• Removal of title, instructions, and footnoted text 

• Addition of patient identifier and/or cliniclhospital identifiers 
(e.g., name and/or logo, barcodes) 

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

NO changes should be made to boxed content 

The hOSpital or private practk:e must malntilln evidence of compl~ that the Acknowledgment Form 
was s~ned by both the patient and the preurlber prior to the Initiation or a new coutse of ESA therapy. 
Private practices must proVIde the completod fOrms to the ESA APPRtSE Oncology Program caH Center. Goe!!~l~,~ 
Arant~;p"lllldE~~ft'OI!ilcredtrudmn~ri<.GQfAmgenloo.-f11W!I('"i5tl~1fadetnliiiGI'C.nlocOIOrthoBioii!Cf1PJQduc!G,L.P. 

~~~~~"~-~f-~'f;:~~~;:t.~~-~~~~:~~~~t~~}~ 

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 Evaluation 

.. and Mitigation Strategy (REMS)for Aranesp~~>. Epogen~~>, and Procrit®; · ·· ' · V2 06/11 

A:\s(~~ald{O'Y.f::'P~.t.':'!S.-r.tl 

, ~C.JnkottMI<Mfo.tl!'r.-$<MI.m.•o![:'iA~ 

eo~!!~~J!~ 
Assisting Providers and cancer Patients with 
Risk Information for the Safe use of ESAs 



· ...•. > ,1., .• ., ... 

,-.. , 
;: • <. I• 

-:-~:~-"-'~·:·_~ :.::.~·\:·· :~~:_,.~,%-:~ -.~'.:i ~--:_~:~~~~~;;<f;::·~ ~~~·7::/~77:·\·_7;. :7"--T ·:};: -_~::::·7: ·_ .;.:_:;~ · . ,_: :: .- -· ::_ - ;-_--. 

[Plr®f~[F®tn11J.{~@r8·t&irtit§lfHil®tn;(~':·;®trlJ{9J·.:[~~lfr,®tffi@U@•···(r©tr.···LKt®®tlitlhlctiEJ.li\£1 
.·. . ... ·\e! . . . . . . ""1J . ·. ·.· .. · .. · ... ·.•·.· •·.· .. · : · .. · •. · .·· .· .. ···.·· . ·.. .. . . . ·.·· . . . . . ·. 

·.•·.•lfJ.JJ@Wu~l~&tf@·•···~·&~n;tQ!;··~©@l~uwU·····[Q)@~·u.~rnJ@;\@~ 

• 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. 
Aranesp® and Epogen®/Procrit® are different drugs with distinct schedules. 
This document has been required by the US Food and Drug Administration as partofCI Risk Evaluation 
and Mitigation Strategy (REMS) for Arane~p111 , Epogen<~>. and Procritfl. · ·· · · · · · ·· V2 06/11. · 
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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 
Centocor Ortho Biotech Products, LP. 
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 Evaluation 
and Mitigation Strategy (REMS) for Aranesp®, Epogen®; and Procrit"',· V206/TI 
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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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Oncology 

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, L.P. 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 . 

Please see the Aranesp®, Epogen® and Procrit® full prescribing information, 

• APPRISE Boxed WARNINGS. and Medication Guides. 

· . ONCOLOGY PROGRAM 

Assisting Providers.and cancer Patients with 
Risk Information for the Safe use of ESAs 
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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 7 provided that the 
Acknowledgment Form conforms with the following criteria: 

Allowable formatting-related changes include: 

e Removal of title, instructions, and footnoted text 

e 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 co01tent 

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. APPRISE 
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