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RPS ToC Workshop

08:30 - 08:45 Session 1 -- Overview of RPS ToC pilot

08:45 - 09:15 Session 2 -- Health Canada ToC Regional Pilot

09:15 - 10:00 Session 3 -- Discussion panel: Companies to share experiences with the pilot
10:00 - 10:30 Session 4 -- Presentation of ToC Pilot survey results (DITTA/GMTA)

10:30 - 10:45 Workshop break

10:45 - 11:15 Session 5 -- Discussion Panel: Key challenges and how to address them
11:15-11:45 Session 6 -- Update on RPS work and next steps and future plans for ToC

The Benefits of International Standards for Regulatory Conformity

12:00 - 12:10 Welcome and Introduction

12:10 - 12:40 Key Note Presentation:Beyond national standards recognition

12:40 - 13:40 Session 1 -- Value of International Standards for Conformity Assessment
13:40 - 14:50 Session 2 -- What makes a standard a great standard?

14:50 - 15:20 Coffee break

15:20 - 15:50 Key Note Presentation: Safety of medical devices in International Standards
15:50 - 16:00 Wrap-up and Outlook
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Time

Item

09:00 - 09:05

Introduction by Assistant Deputy Minister, Health Productsand Food Branch, Health Canada

09:05 - 10:35

Management Committee Member Regulatory Updates (10 min each)
a. Australia
b. Brazil
c. Canada
d. China
e. European Union
f. Japan
g. Russia
h. Singapore
i. United States

10:35 - 10:50

Coffee/tea break

10:50 - 12:00

Overview of progress to date on work items (10 min each)

a. National Competent Authority Report (NCAR) (EU)

b. Software as a Medical Device (SaMD)(USA)

¢. Regulated Product Submission (RPS) (Canada)

d. Medical Device Patient Registries (USA)

e. Medical Device Adverse Event Terminology (Japan)

f. Good Regulatory Review Practices - Competence and TrainingRequirements for Pre-market
Reviewers and Product Specialist(USA)

g. Improving the quality of international medical device standards forregulatory use (EU)

13:30 - 13:45

New Work Item Proposal on Patient Specific Devices

Therapeutic Goods Administration, Australia

13:45 - 15:15

Real World Evidence Panel

15:15 - 15:30

Coffee/tea break

15:30 - 16:50

Stakeholder Sessions
a. DITTA
b. GMTA
c. APEC
d. WHO
e. AHWP
f. PAHO

16:50 - 17:00

IMDRF General Questions and Answers PM Session

17:00-17:10

Concluding remarks by IMDRF Chair
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Titanium Bridge

Adduction-type spasmodic dysphonia

MD1 (Hinge-type plate with titanium)
Avrtificial Tracheal Aiding reconstruction of tracheal while
MD3 (made of polypropylene mesh and collagensponge) maintainingintratracheal structure after partial
removal.
Boron Neutron Capture Therapy(BNCT) System | Glioblastoma, head and neck cancer;
MD4 (Neutron irradiation system for BNCT) Selectivedestruction of tumor cells marked by boron
agents,without damaging normal cells.
UT-Heart Higher accuracy of prediction of effectiveness of
MD5 (Software program to aid prediction ofeffectiveness | cardiacresynchronization therapy for patients with
of cardiac resynchronizationtherapy) serious heartfailure.
VDL Cancer-Related Gene Panel Examination System | Collective examination of cancer-related genes to

(Diagnostic system for DNA sequencer)

aiddecisions on cancer treatment strategies
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