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Discussion Summary 
 
FDA opened the meeting with several updates on the first three Patient-Focused Drug Development 
meetings held to date. The topics for the three meetings were chronic fatigue syndrome/myalgic 
encephalomyelitis, human immunodeficiency virus (HIV), and lung cancer. FDA described the structure 
of each meeting and summarized each meeting’s topics and discussion. FDA relayed the feedback 
received from patients, patient representatives, and FDA staff who attended the meetings. 

FDA discussed lessons learned from the past meetings, such as the successes in tailoring the meetings to 
best fit the needs and interests of the patient community and the FDA review divisions. FDA stressed 
that the role of patient stakeholders and advocacy groups have been crucial in holding successful 
meetings. FDA then led a discussion on how to further engage patients and patient stakeholders in 
advance of each Patient-Focused Drug Development meeting. Several advocates suggested working with 
advocacy groups and social media in advance of meetings in order to increase patient participation. FDA 
also solicited ideas from stakeholders for potential topics for future consultation meetings. 

Marc Boutin from the National Health Council (NHC) provided a presentation on the NHC’s Patient 
Stratification Tool. The tool provides a method for patient groups to systematically organize issues, 
stratify their patient population, and identify key topics of focus for examining disease impacts and 
treatment options for patients. The presentation addressed the NHC’s goals behind developing the tool, 
including helping patient organizations ensure that their communications with FDA regarding benefit-
risk are comprehensive.  

The final presentation was given by Lori Frank, from the Patient-Centered Outcomes Research Institute 
(PCORI). Dr. Frank provided an overview of the founding, mission, and core duties of PCORI, and 
described key accomplishments to date. Dr. Frank also highlighted PCORI’s national priorities for 
research: assessment of prevention, diagnosis, and treatment options; improving healthcare systems; 
communication and dissemination of research; addressing disparities; and accelerating patient-centered 
outcomes research and methodological research. The presentation concluded with a link to their 
website, www.pcori.org, and an invitation for patient and advocate attendees to engage PCORI directly. 

http://www.pcori.org/

