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Medical Devices Regulatory Science Center of
Excellence Pilot Workshop

Date | Oct. 22-24, 2019

Venue | NTUH International Convention Center
= Address: No. 2, Xuzhou Road, Zhongzheng District, Taipei City

Target Audience

« Regulators from APEC member economies and non-member economies

« Industry managers (or equivalent position) who have experience in product application submission

= Academic researchers or industry managers who have been involved in international or national standard
development activities

+ Academic researchers or industry managers who have been involved in product development for products that
require use of standards

Program Overview

= Online and self-paced learning to develop knowledge base in advance of in-person training
» 3-day in-person fraining designed with lectures, group discussions, and case studies
* Manufacturing site visit for regulators

Travel & Accommodation

« Limited funding available for regulators from travel-eligible economies
Contact Information

« ITRI Secretariat at TFDAMDCOE@gmail.com

Pilot CoE Hosting Institution

= Taiwan Food and Drug Administration

Co-Organizer Pilot Planning Committee
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The first day morning will be open to the public.

2019.08.29 V15

Time Day 1 Day 2 Day 3
Morning Registration Registration Registration
Introduction of Workshop Standards Recognition Process * Case study: How to use
* Keynote speech * Breakout group discussion the standards in
Role of standards in conformity assessment S : : nt
(GHTF/SG1/N44) ‘ Group presentations conformity asses'sme
Role of Standards in the Assessment of Medical * Group presentations
Devices (AHWP/WG2-WG8/F002:2014) *  Panel discussion (Q&A)
* Introduction on Roadmap and
Core-Curriculum of Medical Device PWA
*__Introduction of CoE pilot workshop
Coffee Break Coffee Break Coffee Break
Special Section Topic 2: Identify the Challenges in Standards for Expectations from the
* Introduction of medical device registration Regulatory Purposes Workshop and Next Steps
in each economy * Keynote speech * Stakeholder
*  Panel discussion (Q&A) 3 . List of international standards recognized by IMDRF presentations
management committee members o
Improving the quality of international standards for * Certificate award
regulatory use ceremony
Optimizing standard for regulatory use .
(IMDRF/Standards WG/N51 FINAL:2018)
Noon Lunch - Lunch Lunch
Afternoon | Topic 1: Understand the Importance of the Use of

Standards in the Assessment of Medical Devices
* Basic scheme of conformity assessment
procedure and classification
(GHTF/SG1/N77&N78)
* Summary of essential principles
(IMDRF/GRRP WG/N47)

Common Challenges with Registration of Medical
Devices
* Breakout group discussion
"+ Group presentations

Coffee Break

Coffee Break

* Conformity assessment based on the
standards

* Standards recognition process in Japan

* ISO/IEC standards recognition process

Topic 3: Optimizing Standards for Regulatory Use

* Keynote speech: How Standards are
improved by following IMDRF guidance
*  Case Study: 3" Party Review based on EP

Manufacturing Site Visit
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