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Advancing Use of PPl as Scientific Evidence for Medical Product Evaluation
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Begin with the End in Mind: FDA
Framework for Potential Uses of PPl in Medical Product Development
- . . Pre-Market
Development Clinical Trial Design Benefit-Risk A Post-Market
1. Identify unmet 1. Inform endpoint 1. Analysis of condition [ 1. Inform interpretation
medical need selection of new data affecting
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https://www.fda.gov/ScienceResearch/SpecialTopics/RegulatoryScience/ucm574320.htm
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Shared Goal

Improve patient health by better understandin
patient needs, experiences and preferences

Art of Science of Patient-

Patient Patient Centric
Engagement Input Healthcare

Value of Information from
SPI Studies

Patient-
* Endpoints in regulatory studies
Re po rte d * Outcomes to monitor postmarket

O utco mes e Interest to payers, providers, patients
(PRO)

) * Inform endpoints or effect size for
Patient regulatory studies
 Inform subgroup considerations
Preference sroup
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Significant Increase in

FOA

Patient Perspective Studies

= >500% increase
submissions with
PROs

(2009-2015)

= >75% of clinical
protocols include
PROs

(FY17 pivotal study approvals)
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How Patient Preferences Contribute to
Regulatory Decisions for Medical Devices

Puosted on September 28, 2017 by FDA Voice
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Use of PROM in Device Submissions?

2005 2010 2015

Year Submitted

1Submitted to CDRH as of FY2015

JD | Arencita Saha and Martin Ho, MS

Weight loss
—  Patient-informed trial design
— PMA approval

At home dialysis
—  Patient risk tolerance
— Expanded indication for solo at home use

Diabetes care
— Risk management for pediatric population

Ongoing studies
— Neurology Women'’s health
— Oncology Urology
—  Ophthalmics Pediatrics

—  Prosthetics
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AUDIENCE PARTICIPATION
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Thank You

Katie O’Callaghan
kathryn.ocallaghan@fda.hhs.gov
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