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FDA Inspections: Real Experiences & Lessons Learned
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Lori C. Caufield, RN BSN CCRC
Senior Clinical Research Study Coordinator, Cardiology Division - Department of Medicine

Doreen M. Francis, RN, CCRC
Project Nurse, Medicine/Infectious Diseases: Vaccine Research Unit

Joan E. Adamo, PhD
Director, Regulatory Support Services, Clinical & Translational Science Institute

Jennifer Dolan, MS, LMT, CCRC
Associate, Research Quality Improvement, Office for Human Subject Protection

Kathleen Wessman, RN, MPA, RQAP-GCP, CCRC
Director, Research Quality Improvement, Office for Human Subject Protection

Learning Objectives:

e Explain how to prepare for a FDA inspection: Practical considerations for preparing
and for the days the FDA representative is on-site.

e Describe real-life experiences shared from UR research staff.

e Describe aspects of medical device inspections.

Thursday, October 13, 2016
URMC, 2-7520
Presentation: 12:00pm — 1:00pm
Coordinators’ Chat: 1:00pm — 1:30pm
Feel free to bring your lunch!

SCORE is sponsored by the CTSI as a coordinator-run forum to create opportunities for sharing,
learning, and connecting with peer research coordinators.

To request accommodations to attend this event (for example: ASL
services), please email SCORE@urmc.rochester.edu by 4pm,
10/10/16.
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