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FDA began the meeting with an update on the proposed questions for gathering patients’ perspective
during the Patient-Focused Drug Development meetings. FDA described the changes made to the
original set of questions based on input from the patient community and FDA review staff. The patients
and patient advocates provided additional input on these questions.

Several attendees stated the questions should capture issues relevant to individual diseases. Patients
and advocates noted the importance of obtaining input from patients at different stages of a disease as
well as from pediatric and caregiver populations. FDA stated that the general set of questions would be
tailored to allow specific questions for each disease area.

The group discussed potential options for the structure of the disease-specific Patient-Focused Drug
Development meetings, including facilitated panel discussions, small group discussions, and structured
comment periods. FDA noted several considerations that needed to be taken into account in
determining the most appropriate meeting structure for each disease area. Several attendees
emphasized the importance of obtaining input from a wide range of stakeholders, including caregivers

and advocates.



