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Recent Program Modifications 
 

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

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

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

 
• Removal of the requirement for private practice-based clinics to return a copy of 

the Acknowledgment Form to the ESA APPRISE Oncology Program Call Center.  
Handle the forms as follows: 
 

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

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

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

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

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

 
• The Acknowledgment Form has been revised: 

o ESA benefit information has been added in the section for patients. The risk 
language has been updated to focus on using ESA therapy for patients with 
cancer. 
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Please replace all previous unused versions of the Acknowledgment Form 
with version 5 10/13. 
 
The new version of the Acknowledgment Form will be mailed under separate 
cover. For Healthcare Providers in a private practice-based clinic, it will be sent 
to each practice location listed on your Program enrollment. For Hospital 
Designees, it will be sent for the hospitals for which you are responsible. In the  
meantime, you may access the Acknowledgment Form by visiting www.esa-
apprise.com. 
 

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

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