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REMS: What Is It?

The Food and Drug Administration Amendments Act of 

2007 gave FDA the authority to require a Risk 

Evaluation and Mitigation Strategy (REMS) from 

manufacturers to ensure that the benefits of a drug or 

biological product outweigh its risks. 



Components of a REMS

Guidance for Industry: Format and Content of Proposed Risk Evaluation and Mitigation Strategies (REMS), REMS 
Assessments, and Proposed REMS Modifications. September 2009; Drug Safety



REMS Types

REMS Types Approx. Brands

Medication Guide 115

Communication Plan 30

Elements To Assure Safe Use 10

Implementation System 11

Medication Guides are currently the predominant form of REMS



FDA States…

• “REMS goals should target the achievement of 
particular health outcomes or knowledge 
related to known safety risks and should be 
stated in a way that aims to achieve 
maximum risk reduction…”

Guidance for Industry: Format and Content of Proposed Risk Evaluation and 
Mitigation Strategies (REMS), REMS Assessments, and Proposed REMS 
Modifications. September 2009; Drug Safety



Value of a Med Guide?

“We are doing this to make absolutely certain 
that patients are fully informed about the 
risks of these drugs before they begin 
treatment”

- Richard Pazdur, the director of oncology drug products at the 
FDA





HCP and Internet Considered Critical Resources

Source: Patient Pathway Study, Google & comScore, April 2008 (n=HCP: 495; Online Source: 313)
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HCPs and Internet Main Sources for Health Info

Healthcare Professional 69%

Internet 44%

Drug label or accompanying information 30%

Friends/Family 21%

Brochures/pamphlets 18%

Source of Health Information
For OnTreatment Patients

Source: Patient Pathway Study, Google & comScore, April 2008 (n=709)

…Not the labeling!



The Big Picture

• No one touch point – even the physician – can 
optimally educate a patient and prepare them for 
therapy

Multi-channel approach is needed; medication guides are 
only a piece of the puzzle

• Neither physicians nor patients want the 
physician to be the only touch point throughout 
therapy

Primary information sources are the physician’s office 
and the Internet

• Patient education sponsored by the brand is a 
responsibility and opportunity

Brands and FDA should be aligned on this…but aren’t!















What Should a Brand Do?

• Consider a REMS as a mandate to engage your 
patients more deeply…not less

See the Med Guide as only a starting point

• Provide rich, meaningful educational 
experiences to set expectations, address 
safety concerns and encourage compliance

• Leverage your patient needs and information 
seeking as an opportunity for a relationship



What Should a Brand Do?

• Advocate to FDA to allow you to tie your REMS 
and education programs together

We need to focus on the big picture
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