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What Is the LEMTRADA REMS Program? 
A REMS (Risk Evaluation and Mitigation Strategy) is a strategy to manage known or potential risks associated 
with a drug, and is required by the FDA to ensure that the benefits of the drug outweigh its risks. Due to 
serious risks of autoimmune conditions, infusion reactions and malignancy, LEMTRADA is only available 
through a restricted program called the LEMTRADA REMS Program. 

This brochure has been developed as part of the LEMTRADA REMS Program to help educate prescribers about 
the risks associated with LEMTRADA and how to help mitigate these risks through periodic monitoring for, and 
prompt identification of, signs and symptoms of these events. 

Prescribers must be enrolled in the LEMTRADA REMS Program to be able to prescribe LEMTRADA. 

Pharmacies must be enrolled in the LEMTRADA REMS Program to be able to dispense LEMTRADA. 

Healthcare Facilities must be enrolled in the LEMTRADA REMS Program to be able to dispense and
 
administer LEMTRADA.
 

Patients must be enrolled and authorized in the LEMTRADA REMS Program in order to receive LEMTRADA. 

Steps for Prescriber Certification and Enrollment in the 
LEMTRADA REMS Program 
1. Complete the training program, which includes reviewing the following materials:

 LEMTRADA Prescribing Information

 LEMTRADA REMS Program Overview 

LEMTRADA REMS Education Program for Prescribers 

2. Successfully complete the 8-question Knowledge Assessment 

3. Enroll in the program by completing a LEMTRADA REMS Prescriber Enrollment Form 

4. Submit the completed and signed forms to the LEMTRADA REMS Program 

The LEMTRADA REMS Program Overview, Knowledge Assessment, LEMTRADA Prescribing Information, and other 
REMS materials are available online at www.LemtradaREMS.com or by contacting the LEMTRADA REMS Program 
at 1-855-676-6326. 

To enroll in the LEMTRADA REMS Program, call 1-855-676-6326 or go to www.LemtradaREMS.com 
Genzyme will send confirmation of a prescriber’s enrollment in the LEMTRADA REMS Program, 
including the prescriber’s assigned LEMTRADA REMS Program identification number. 

You will not be able to prescribe LEMTRADA without completing your certification in the LEMTRADA REMS Program. 

You should understand that if you fail to comply with the Program requirements, you may no longer be able to 
participate in the Program. 
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Malignancies 
LEMTRADA is an immunomodulatory therapy, and caution should be exercised in initiating LEMTRADA in patients 
with pre-existing or ongoing malignancies. 

Thyroid Cancer 
LEMTRADA may increase the risk of thyroid cancer. In controlled clinical studies, 0.3% of LEMTRADA-treated 
patients developed thyroid cancer, compared to none in the interferon beta-1a–treated group. However, 
screening for thyroid cancer was performed more frequently in the LEMTRADA-treated group, because of the 
higher incidence of autoimmune thyroid disorders in those patients. Two additional cases of thyroid cancer in 
LEMTRADA-treated patients occurred in uncontrolled studies. 

Melanoma 
LEMTRADA may increase the risk of melanoma. In uncontrolled studies, 0.3% of LEMTRADA-treated patients 
developed melanoma or melanoma in situ. One of those patients had evidence of locally advanced disease. 

Lymphoproliferative Disorders and Lymphoma 
Cases of lymphoproliferative disorders and lymphoma have occurred in LEMTRADA-treated patients with MS, 
including a MALT lymphoma, Castleman’s Disease, and a fatality following treatment of non-Epstein Barr Virus– 
associated Burkitt’s lymphoma. There are postmarketing reports of Epstein Barr Virus-associated 
lymphoproliferative disorders in non-MS patients. 

Monitoring for Malignancies 
Patients and healthcare providers should monitor for symptoms of thyroid cancer, including a new lump or 
swelling in the neck, pain in the front of the neck, persistent hoarseness or other voice changes, trouble 
swallowing or breathing, or a constant cough not due to an upper respiratory tract infection. 

Perform baseline and yearly skin examinations to monitor for melanoma in patients receiving LEMTRADA. 
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Administering LEMTRADA 
As part of the LEMTRADA REMS Program, a healthcare facility must be enrolled in the LEMTRADA REMS 
Program to be able to dispense/administer LEMTRADA. It is important that you select a healthcare facility 
that is enrolled and active in the LEMTRADA REMS Program for your patient’s infusion. A database of 
certified healthcare facilities is available by phone at 1-855-676-6326. 

Prior to your patient’s infusion, you must submit a LEMTRADA REMS Patient Authorization and 
Baseline Lab Form to the LEMTRADA REMS Program indicating completion of each patient’s 
baseline labs within 30 days of the infusion date. 

PRIOR TO EACH TREATMENT COURSE OF LEMTRADA 
Administer corticosteroids (1000 mg methylprednisolone or equivalent) immediately prior to LEMTRADA
 
administration for the first 3 days of any treatment course
 

Administer anti-viral prophylaxis for herpetic viral infection starting on the first day of each treatment 
course and continuing for a minimum of 2 months following treatment with LEMTRADA or until the 
CD4+ lymphocy te count is ≥200 cells per microliter, whichever occurs later

 Consider pretreating patients with antihistamines and/or antipyretics prior to LEMTR ADA
 
administration as needed
 

Adverse Event Reporting 
Report suspected adverse events to Genzyme Medical Information at 1-800-745-4447 (option 2) 
or to FDA at 1-800-FDA-1088 or www.FDA.gov/medwatch 
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