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8:30 Opening Session

Welcome and introductory remarks: Host Organizations

* Kimby Barton —Interim Director of the Medical Devices Bureau, Health Canada
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* Patrick Hope —Executive Director, MITA; Chair, DITTA

8:45 Session 1 —Regulator perspectives

MDSAP Program: Overview of the program and its mechanics

* Marc-Henri Winter, USFDA —USA Program Lead for MDSAP

MDSAP: Current status, Timelines, and Plans for MDSAP consortium members
* Fabio Quintino Pereira, ANIVSA —Chair of MDSAP RAC

Q&A

9:30 Session 2 —Assessing Organization perspectives

AOs participating in MDSAP share their experiences: achievements, challenges,
suggestions
« Gary Minks -Vice President, Quality & Regulatory Affairs ~-TUV SUD America Inc.

* Patricia Murphy —Global Head, MDSAP Program —BSI Healthcare
Q&A

10:45 Session 3 —Regulated Industry perspectives

DITTA Survey on Industry Participation in MDSAP: Findings and Conclusions
* Patrick Hope —Executive Director, MITA; Chair, DITTA

Industry participating in MDSAP share experiences: achievements, challenges,
suggestions

* Philip Steinborn —Vice President of Quality and Regulatory for the Americas —Medtronic
* Emmett Deveraux —Director, Government and Regulatory Affairs, EMEA —Cook Medical
* Naoki Morooka —Senior Manager, Quality Assurance —Shimadzu Medical Systems

* Vijay Madikonda —Johnson & Johnson Medical Devices
Q&A

12:00 Closing session —Multi-stakeholder perspective panel discussion

Panel discussion and Q&A: speakers from industry, regulators, AOs (no presentations)
* Moderator: Brian Lewis, MEDEC

» Marc-Henri Winter -USFDA

* Jun Kitahara -PMDA Japan

» Nancy Shadeed —Health Canada

* Cheryl McCrae —-TGA Australia

* Fabio Quintino Pereira —ANVISA Brazil
+ Gary Minks ~TUV SUD America Inc.

* Patricia Murphy —BSI Healthcare
Closing remarks from DITTA host organization
* Brian Lewis -MEDEC



= ~37 15 p IMDRF I * ¢ e

TIME ITEM
1 [9:00-9:05 Introduction by IMDRF Chair
2 19:05-10:35 Management Committee Member Regulatory Updates (10 min
each)
9:05-9:15 a. Australia
9:15-9:25 b. Brazil
9:25-9:35 c. Canada
9:35-9:45 d. China
9:45 —9:55 e. European Union
9:55-10:05 f. Japan
10:05 - 10:15 g. Russia
10:15 - 10:25 h. Singapore
10:25 -10:35 1. United States
10:35-10:50 Coffee/tea break
3 | 10:50-12:00 Overview of progress to date on work items (10 min each)
10:50 — 11:00 a. National Competent Authority Report (NCAR) (EU)
11:00—11:10 b. Software as a Medical Device (SaMD) (USA)
11:10—11:20 c. Regulated Product Submission (RPS) (Canada)
11:20-11:30 d. Medical Device Patient Registries (USA)
11:30 —11:40 e. Medical Device Adverse Event Terminology (Japan)
11:40 —11:50 f. Good Regulatory Review Practices - Competence and Training
Requirements for Pre-market Reviewers (USA)
11:50 - 12:00 g. Improving the quality of international medical device standards
for regulatory use (EU)
4 | 12:00-12:15 Questions and Answers on Work Items
5 [ 13:30 - 14:00 GMTA New Work Item Proposal on Harmonized Unique Device
Identifier (UDI) Application Guide
Jackie Elkin, Medtronic, GMTA
6 | 14:00 - 15:45 Cybersecurity Panel — Software and connectivity are increasingly

playing a crucial role in medical technology, as is the need to

protect medical systems from cybersecurity threats. Experts from




academia, industry, and the security research community will
explore the challenges, opportunities & complexity of medical

device cybersecurity in a panel format.

15:45-16:00 Coffee/tea break
7 116:00—-17:20 Stakeholder Sessions
16:00 — 16:20 a. DITTA
16:20 — 16:40 b. GMTA
16:40 — 16:50 c. APEC
16:50 — 17:00 d. WHO
17:00-17:10 e. AHWP
17:10-17:20 f. PAHO
8 | 17:20-17:30 IMDRF General Questions and Answers PM Session
9 | 17:30-17:40 Concluding remarks by IMDRF Chair

10
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% ® FDA % ® & ANIVSA % 35 B ks BHEH - #1723 F (Medical
Device Single Audit Program, MDSAP)z_#£;% %2 B = i& £ > MDSAP ¥_IMDRF
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BEE {7 RS g d R

Concept A e

Make

Assess and
recognize regulatory
Share decisions
audit
reports

Audit and certlfy

RA: Regulatory Authority; AO: Auditing Organization; Mfr: Manufacturer

MDSAP p 2014 & 1 * 3 2016 & 12 * 34 {7 5 #F 3 & ez {73+ & (pilot
program) FEFFAE L F E M A £ X VBN T F 2§ AKE S BRRSE
Y3 ®%E 2 WHO ¥ 2 BRER - fFA 1R & 235 ISO 13485 45 » 1 4
>A BB E SR LS E 2R > 4o® & GMP (ANVISARDC 16) ~ B #
QMS (MHLW MO 169) ~ # B QSR (21 CFR Part 820)% » ¥ £ 3+ & 2 R H =
FEORL bl W REZ FREMFTE T LRFRUELF 254
% o pa MDSAP £ 3 3 F3L¥ #£+5#8 #(Recognized AOs) : BSI Group
America Inc. ~ Intertek Testing Services NA Inc. ~ TUV SUD America Inc. ; 8
7P 45 % 18 # (Authorized AOs) : DEKRA Certification B.V. ~ DQS
MedzinprodukteGmBH ~ LNE G-MED -~ SAI Global Cert. Services PTY Ltd. ~
SGS United Kingdom Ltd. ~ TUV Rheinlandof North America Inc. ~ TUV USA
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