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FDA OCE 
Conversations on Cancer

Award-winning OCE public panel discussion 
series examining cancer-related social issues 
with inclusive and diverse panel members 
from around the U.S. and within the FDA

https://www.fda.gov/about-fda/oncology-
center-excellence/conversations-cancer

https://www.fda.gov/about-fda/oncology-center-excellence/conversations-cancer


Dr. Theresa Coles, PhD

Objective: Describe how cancer 
patients interpret questions and 
choose responses to patient-reported 
physical function measures with 
different recall periods or concepts

Dr. Gita Thanarajasingam, MD

Objective: Collect ClinRO, PRO, 
PerfO and wearable physical 
function data, and identify 
sensitivity to change/thresholds 
among these various sources

Improve the collection, analysis, 
interpretation and reporting of 

physical function data in 
oncology clinical trials

OCE Funded External Collaborations 

Clin Cancer Res. 2021 Oct 1; 27(19): 5161–5167.
doi: 10.1158/1078-0432.CCR-20-4429
https://www.fda.gov/about-fda/oncology-center-
excellence/oce-scientific-collaborative

https://www.ncbi.nlm.nih.gov/entrez/eutils/elink.fcgi?dbfrom=pubmed&retmode=ref&cmd=prlinks&id=33910935
https://doi.org/10.1158%2F1078-0432.CCR-20-4429
https://www.fda.gov/about-fda/oncology-center-excellence/oce-scientific-collaborative


COA-CCT Annual Workshop

https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-workshop-7th-
annual-clinical-outcome-assessment-cancer-clinical-trials-workshop-06292022

https://www.fda.gov/news-events/fda-meetings-conferences-and-workshops/fda-workshop-7th-annual-clinical-outcome-assessment-cancer-clinical-trials-workshop-06292022


Patient Engagement 
Opportunities

https://www.fda.gov/patients/learn-
about-fda-patient-engagement/fda-
patient-engagement-opportunities

https://www.fda.gov/patients/learn-about-fda-patient-engagement/fda-patient-engagement-opportunities


OCE Core Outcomes Guidance

https://www.fda.gov/regulatory-
information/search-fda-guidance-
documents/core-patient-reported-
outcomes-cancer-clinical-trials
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/core-patient-reported-outcomes-cancer-clinical-trials


Project Patient Voice
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https://www.fda.gov/about-fda/oncology-
center-excellence/project-patient-voice

https://www.fda.gov/about-fda/oncology-center-excellence/project-patient-voice


Acknowledgements
Richard Pazdur
Paul Kluetz
Erica Horodniceanu
Meena Murugappan
Rea Blakey
Julie Schneider
OCE staff
CDER Office of Biostatistics
Office of the Commissioner – Patient Affairs Staff
CDER – Patient Focused Drug Development Staff
Patients, Caregivers, and Advocates who participate in FDA initiatives


	Putting Patients First�FDA Patient Engagement Initiatives
	FDA OCE �Conversations on Cancer
	Slide Number 3
	COA-CCT Annual Workshop
	Patient Engagement Opportunities
	OCE Core Outcomes Guidance
	Project Patient Voice
	Acknowledgements

