Medical Devices...and More
April 30-May 2, 2019
CHP 140, HSC Campus, USC

Tuesday, April 30

9:00-9:20

9:20-10:00

10:00-10:15

10:15- 10:45

10:45-11:30

11:30-12:15

Introductions and Orientation
What is a medical device? Who are the players?
Frances Richmond, PhD, University of Southern California
Break
Introduction to Essential requirements

Frances Richmond, PhD, University of Southern California

The Central Role of Risk Management
Darin Oppenheimer, DRSc, Merck

Panel Discussion

Hosted Lunch

1:00-1:45

1:45-2:30

2:30-2:45

2:45-3:15

3:15-3:45

3:45-4:30

Role of Standards

Keith Morel, PhD, Qserve Group
Design Controls for Safety and Performance

Gerald Loeb, PhD, University of Southern California
Break
Chemical, Physical and Biological Properties

Michael Yartzoff, MS, Edwards Life Sciences
Combination products

Nayan Patel, MS, Amgen
Environmental and Human Factors

Nishchay Gupta, Genentech



Wednesday, May 1

9:00- 9:45

9:45-10:30

10:30-10:45

10:45-11:30

11:30-12:00

Infection and Microbial Contamination

Susan Bain, DRSc, University of Southern California
Active medical devices

Gerald Loeb, PhD, University of Southern California
Break
In vitro diagnostic devices

Arul Sterlin, MRSc, Abbott

Workshop

Hosted Lunch

1:00- 1:45

1:45-2:15

2:15-2:30

2:30-3:30

3:30-4:30

Essentials of Conformity Assessment
Frances Richmond, DRSc, University of Southern California

Susan Bain, DRSc, University of Southern California

Audits and the MDSAP program
Michael Chan, US FDA
Break
Labeling
Dawn Fowler, Masimo

Panel discussion

Day 3: Field Trip

9:15

10:30-12:00

12:00-1:00

1:00-3:00

6::00

6:30-9:30

Depart for Irvine

Tour of Edwards Life Sciences
Lunch

Optional field experience
Meet transportation to Gala

Gala



Day 4.

@mm USCSchod of Tharmcy (O scersi

Antermational Cenfer for Hogeintary Seimoe

Regulatory Science Boot Camp:
Clinical Trials with Medical Devices

Friday, May 3rd, 2019 fou will receive a certificate of completion at
f G:00am - 4:00pm @ the end of the boat camp. Hours may be
eligible for SoCRA and/or ACRF credit.
USC-HSC John Stauffer Pharmaceutical

9 Spiznces Center Room 112 113 ml RECI 521 credit available upon approval.
— Contact Toni Rodriguez | tonirodr@usc.edu.
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Register Here




