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Discussion Summary

FDA began the meeting with several updates on Patient-Focused Drug Development. The list of Patient-
Focused Drug Development public meetings for fiscal years 2013-2015 was published in the Federal
Register on April 11, 2013. FDA explained how the disease areas reflect the published criteria, public
input received, and perspectives of the FDA review divisions. FDA noted that a second public process
would be utilized to determine the meetings for fiscal years 2014-2015. FDA also highlighted positive
experiences in planning for the first Patient-Focused Drug Development meeting, on Myalgic
Encephalomyelitis and Chronic Fatigue Syndrome (ME and CFS).

The group discussed experiences with online patient communities. FDA discussed online patient
communities such as PatientsLikeMe that collect and aggregate patient information by disease. Several
patients and patient advocates pointed out that reaching certain patient populations, such as older
populations or patients who don’t have chronic illnesses, can be challenging. A few patient stakeholders
noted concerns about data validation and sample biases, while others commented on the value for
patients in tracking and sharing data.

FDA provided a presentation on patient perspectives in drug development, including the new provisions
for patient and patient advocate interactions under the Food and Drug Administration Safety and
Innovation Act (FDASIA). FDA noted the different options for patient interaction with FDA, including the
Patient Representative Program, the Rare Diseases Program, and the expert consultation process. The
presentation also highlighted opportunities for patients to become engaged in the drug development
process outside of FDA, such as through development of natural history studies.

The final presentation was provided by Kim McCleary, from the CFIDS (Chronic Fatigue and Immune
Dysfunction Syndrome) Association of America. She provided an overview of the efforts of the CFIDS
Association in engaging with patients and patient stakeholders in advance of the Patient-Focused Drug
Development meeting on ME and CFS. The group conducted an open-ended survey that contained the
published questions from FDA on symptoms that matter most to patients and patient perspectives on
approaches to treatment, in addition to complementary questions on relevant topics. The CFIDS



Association also developed a six-part webinar series on topics such as drug development, FDA’s role and
mission, effective ways of providing testimony, and information on CFS advocacy and research.



