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• Brief Overview of Current Landscape

• Q&A



Why the Focus on Patients?

• FDA and Patient Focused Drug Development (PFDD) meetings

• 21st Century Cures Act and “patient experience data”

• Increased use of social/digital media for branded and unbranded 
initiatives 

• Focus on rare and orphan diseases

• Growth, sophistication of patient organizations 

• Significant focus on drug costs and price increases

• Independent co-pay foundation scrutiny, investigations, settlements



Patient Groups: Overview

• Disease or condition-specific

• Established/historic vs. new

• Vary in size, scope, mission (e.g., international, national, regional, local)
• Different budgets/operating money
• Different initiatives or program offerings (e.g., R&D, grants, education)
• Lobbying vs. no advocacy
• May interact with government agencies (e.g., FDA, CMS, NIH)

• Conflict of interest policy

• No specific FDA or OIG rules/regulations addressing interactions with 
patient groups



Congress and Patient Groups (Jun. 2019)



Congress and Patient Groups (cont’d)



Patient Groups & Media
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Patient Groups & Media (cont’d)



Calls for Increased Transparency



Integrating the Patient Voice

Define Patient Journey
• Early Insight

• Ethnography

• Social Listening
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Patient Input
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• Advocacy & Social Groups Communication & 
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• Healthcare Literacy
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• Payer Advisory

• Program Design & Patient Services

• Publications
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Q&A

• What function within a pharmaceutical or medical device 
manufacturer should “own” interactions with patient groups?
• Commercial (e.g., sales/marketing)?

• Medical? 

• Corporate Affairs/Communications?

• Other (dedicated function i.e., Patient Affairs)

• Why? What are some of the potential issues/concerns?



Q&A

• Is it appropriate for manufacturers and patient groups to collaborate 
on unbranded or disease awareness activities?

• If so, what things should both parties consider?
• Transparency?

• Accuracy and consistency in content?

• Financial relationship?

• FDA regulations?

• What are some of the potential risks?



Q&A

• Are there any recent FDA or other enforcement updates to consider 
for branded content including patients?
• Patient ambassadors?

• Patient testimonials?

• Social media?

• What interactions, if any, should manufacturers have with patient 
groups regarding branded content?



Q&A

• Are manufacturers or patient groups ready to for consistent with 
FDA-label (CFL) data?

• Can manufacturers use CFL data with a patient or patient group 
audience?



Q&A

• What are some of the risks or issues associate with patient support 
or access materials?
• Adherence or reminder messaging?

• Convenience or quality of life messaging?

• Product administration and training?

• Fraud and abuse risks?

• Are these types of materials important to patient groups? 
• What information are they looking for?


