
What is the Patient Engagement Collaborative (PEC)?

▪Established 2018

▪ FDA & Clinical Trials 
Transformation Initiative 
(CTTI)

▪Modeled on the EMA’s 
Patients and Consumers 
Working Party (PCWP)

▪Purpose: Discussions 
about engaging patients in 
medical product 
development and 
regulatory discussions

Current PEC Members

▪ Carol Abraham

▪ Ronald Bartek 

▪ Julie Breneiser 

▪ Sneha Dave 

▪ Maria De Leon

▪ Anne Hall

▪ Elizabeth Joniak-Grant

▪ Sharon Lagas

▪ John Linnell

▪ Isabelle Lousada

▪ James Pantelas

▪ Lawrence "Rick" Phillips

▪ Philip Posner

▪ Lynne Quittell

▪ Traceann Rose

▪ Adrienne Shapiro



Patient Engagement Collaborative (PEC)

▪Public-private partnership with CTTI

▪ Information exchange between patient community 
representatives and FDA 

▪ Topics about enhancing patient engagement in 
regulatory discussions (not specific medical 
products) through communications/education

▪No confidential commercial information is 
discussed

▪Activities may inform relevant FDA and CTTI work 
or initiatives 

▪Not intended to advise or otherwise direct the 
activities of either organization

▪Meeting summaries are made public

https://ctti-clinicaltrials.org/our-work/patient-engagement/patient-engagement-collaborative/
https://www.ctti-clinicaltrials.org/sites/www.ctti-clinicaltrials.org/files/patient_engagement_collaborative_framework_-_revised_25jan2021.pdf


Representatives and Membership Selection 
Representatives from the patient community 
include:

▪ Patients who have personal disease 
experience.

▪ Caregivers who have personal experience 
supporting someone with a health condition 
(e.g., a parent, child, partner, family member 
or friend).

▪ Representatives from patient groups who 
have direct or indirect disease experience.

Members selected through an open application 
process:

▪ Some members affiliated with patient 
groups/organizations

▪ Some are individual members (not 
required to be affiliated with a patient 
organization)

▪ Caregivers (past or present) are included

▪ Diversity of members is important

Current Diseases/Conditions Represented: Sickle Cell, Parkinson’s, Limb Girdle Muscular Dystrophy, 

Fibromyalgia, AL Amyloidosis, Lung Cancer, Cerebral Palsy, Vasculitis, COPD, Gorlin Syndrome, Arthritis, 

Cystic Fibrosis, Multiple Sclerosis, Friedreich’s Ataxia, Alport Syndrome, Ulcerative Colitis



▪About FDA: Patient Questions 
and Answers

▪ September 2021 

▪ Printable PDF for community 
outreach

▪Created webpages where 
patients can learn about FDA 
patient engagement 
opportunities and activities 

Educational Resources for Patients

https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDAsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMTA5MDMuNDU0NTg3MzEiLCJ1cmwiOiJodHRwczovL3d3dy5mZGEuZ292L21lZGlhLzE1MTk3NS9kb3dubG9hZD91dG1fbWVkaXVtPWVtYWlsJnV0bV9zb3VyY2U9Z292ZGVsaXZlcnkifQ.t0ZZ1Jv9rZpGrZajKtKSd4OGIwRuE2v3r7liI8w4k8Y/s/1255688195/br/111868755814-l


Patient Matters Video Series

R

▪ Series of short videos to educate patients and 
stakeholders about the importance of patient 
engagement and regulatory issues.

▪ PEC helped locate patients to provide 
personal stories and some members also 
featured in videos.

https://www.fda.gov/patients/learn-about-fda-
patient-engagement/patients-matter-video-series

https://www.fda.gov/patients/learn-about-fda-patient-engagement/patients-matter-video-series

