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IMDRF/Industry Workshop on Strategic Plan/Reliance
Monday, 10 March 2025
9:30 am - 4:50 pm

The Part I Strategic Plan 2026-2030 session aims to address the development of IMDRF’s next medium-
term plan. This session will focus on evaluating the results of the Strategic Plan Survey, exploring the
challenges of IMDRF members in implementing IMDRF guidance documents, and @xamining training and
capacity-building initiatives to enhance regulatory reliance and convergence. Sub-themes include
regulator and industry feedback on the Strategic Plan and expected outcomes, the status and challenges
of consistent IMDRF document implementation, and the development of training models to support
effective training and capacity building for Implementation. Establishing a clear and actionable strategic
framework is essential to addressing emerging regulatory needs and promoting global convergence and
harmonization.

The Part II Challenges in expanding Reliance session will highlight Reliance as & strategic priority and
regulatory approach that enables faster patient access to innovative medical devices while optimizing
resource allocation. At the IMDRF-25 joint workshop, we discussed the definition of reliance, shared
case studies from various jurisdictions, and explored its benefits and potential next steps. Building on
those insights, this session will focus on identifying and addressing the challenges involved in expanding
reliance frameworks. We aim to delve into issues such as regulatory alignment, implementation barriers,
and cross-jurisdictional collaboration, using the findings from the previous workshop as a foundation for
the discussion.

Session Registration

Time 9:00-9:30 AM o

Opening Remarks (Moderator: Naoyuki Yasuda, Associate Executive Director for. International Programs,

PMDA, IMDRF Chair)

Session Welcome speech,

Speaker *  Katsufumi Jo, Director-General, MHLW

Time  1%9:30-9:35

Session Welcome address by PMDA

Speaker * Yasuhiro Fujiwara, Chief Executive, PMDA

Time 9:35-9:40 AM

Session Welcome address by Industry

Speaker * Koji Sekiguchi, Vice chair International Policy & Strategy Committee JEMDA, GMTA
* Masaaki Ohtsuka , Secretary General JIRA, Vice chair DITTA

Time 9:40-9:50 AM

I IMDRF Strategic Plan 2026 — 2030

Session 1 Scene Setting

Title Strategic Plan Survey Result
Speakers *  Madoka Murakami, IMDRF Secretariat, PMDA
Time §:50-10:05 AM
Title Strategic Plan Survey from Industry perspective
Speakers *  Nicole Taylor Smith, Philips
¢ Maurizio Andreano, Siemens Healthineers
Time 10:05-10:25 AM
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Title Panel Discussion

Panellists *  Madoka Murakami, PMDA

¢ Markus Walti, Swissmedic, Swiss Agency for Therapeutic Products
* Armon Emmanuel, NAFDAC

¢ Bryan So, GHWP

* Maurizio Andreano, Siemens Healthineers

Moderators * Sally Prawdzik, Health Canada
* Nicole Taylor Smith, Philips
Time 10:25-11:05 AM (includes audience Q&A)

Break (11:05-11:25 AM)

Session 2: Progress and challenges in Implementation of IMDRF guidance documents

Title Status of implementation of IMDRF guidance documents and issues
Speakers ¢ Jia Zheng, NMPA

¢  Sunny Woo, KMDIA

* Regina Geierhofer, IEC TC62, SC62B and SC62C Secretary

Time 11:25 AM-11:55 AM
Title Panel Discussion
Panellists * Jia Zheng, NMPA

* Soo-Young Bang, MFDS

¢ Hiiti Sillo, WHO

*  Mario Cesar Mufiz Ferrer, CECMED

¢ Dimakatso Mathibe, SAHPRA

¢ Sunny Woo, KMDIA

¢ Regina Geierhofer, IEC TC62, SC62B and SC62C Secretary

Moderators *  WoeilJiuang Wong, HSA
* Qlga van Grol-Lawlor, Boston Scientific
Time 11:55 AM-12:25 PM (includes audience Q&A)

Lunch Break (12:25-1:40 PM)

Session 3: Education models for Training and Capacity Building at Current IMDRF initiatives, RHI
experience

Title RHI presentation on the current effort of Training and Capacity Building initiatives
Speaker *  Muralitharan Paramasua, APEC, MDA

Time 1:40-1:50 PM

Title Panel Discussion

Panellists ¢ Karen de Aquino Noffs, ANVISA

* Eriko Fukuda, PMDA

= Ali Al Dalaan, SFDA

* EFDA

*  Muralitharan Paramasua, APEC, MDA

Moderator * Rolf Oberlin Hansen, DKMA
* Jasjit Baveja, MTAA
lime 1:50-2:30 PM

Break (2:30-2:50 PM)
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Il Challenges in expanding Reliance

Title Overview of “White paper on Reliance at IMDRF-25"
Speaker ¢ Diane Wurzburger, GE Healthcare
* Renata Branddo, Abbott
Time 2:50-3:05 PM
Title Sharing jurisdictional case studies and challenges in expanding Reliance
Speakers * Robert Reid, MHRA
* Tracey Duffy, TGA
¢ Lucas Duarte, ANMAT
¢ Naoki Morooka, Shimadzu
¢ Brad Spring, Roche
Time 3:05-4:00 PM
Title Panel discussion
Panellists * Robert Reid, MHRA
¢ Lucas Duarte, ANMAT
* Edgardo Arenas, COFEPRIS
¢ Paulyne Wairimu, AMDF
¢ Diane Wurzburger, GE Healthcare
* Renata Branddo, Abbott
* Naoki Morooka, Shimadzu
Moderators ¢ Tracey Duffy, TGA
* Brad Spring, Roche
Time 4:00-4:40 PM (includes Q&A)
Session Closing Remarks
Speaker * Naoyuki Yasuda, IMDRF Chair, Associate Executive Director for International
Programs, PMDA
Time 4:40-4:50 PM
Networking 5:00 PM -
Reception
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@ I M D R F Regulators Forum
IMDREF Stakeholder Forum

Tuesday, 11 March 2025
9:30am -5:30 pm

Session Registration

Time 9:00 to 9:30 am

Opening Remarks

Title Welcome

Speakers e Naoyuki YASUDA, Chair, IMDRF2025; Associate Executive Director for International
Programs, PMDA

Time 9:30 to 9:35 am

Session 1: IMDRF Regulatory Updates (Moderator Secretariat)

Title Australia

Speaker e Tracey Duffy, Tracey Duffy, First Assistant Secretary, Medical Devices and Product
Quality Division, TGA

Time 9:35to 9:45 am

Title Brazil

Speaker e Thiago Rezende Pereira Cunha, Manager, Medical Devices Inspection Office, ANVISA

Time 9:45 to 9:55 am

Title Canada

Speaker o Sally Prawdzik, Acting Director, Policy and International Programs, Medical Devices
Directorate, Health Canada

Time 9:55t0 10:05 am

Title China

Speaker e Wen Gao, Second Consultant, Department of Medical Device Registration,
NMPA

Time 10:05 to 10:15 am

Title EU

Speaker e Nada Alkhayat, Policy Officer, European Commission

Time 10:15 to 10:25 am

Title Japan

Speaker e Yukina Ueno, Deputy Director, MHLW

Time 10:25 to 10:35 am

Title Russia

Speaker e Elena Astapenko, Director, Department of Drug Supply and Regulation of the
Circulation of Medical Devices, Ministry of Health

Time 10:35 to 10:45 am

Title Q&A for Previous Speakers

Time 10:45 to 11:00 am

Coffee Break 11:00 to 11:20 am

Title Singapore

Speaker e Low Lai Peng, Deputy Director, Therapeutic Devices Branch, HSA

Time 11:20 to 11:30 am

Title South Korea

Speaker ¢  Young-Mee KWON, Assistant Director of the High-tech Medical Devices Division, MFDS
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Time 11:30 to 11:40 am
Title United Kingdom
Speaker e Clare Thompson, Medical Devices Regulatory Specialist, MHRA
Time 11:40 to 11:50 am
Title Argentina (Official Observer)
Speaker e Lorena Terrizzano, Director of the National Institute of Medical Devices, ANMAT
Time 11:50 am to 12:00 pm
Title Saudi Arabia (Official Observer)
Speaker e Ali Al Dalaan, Vice President of the Medical Devices Sector, SFDA
12:00 t0 12:10 pm
Title Switzerland (Official Observer)
Speaker e André Breisinger, Expert Medical Devices Regulation, Swissmedic, Swiss Agency for
Therapeutic Products
Time 12:10 t0 12:20 pm
Title World Health Organization (Official Observer)
Speaker e Hiiti Sillo, Unit Head, Regulation and Safety, WHO
Time 12:20 to 12:30 pm
Title Q&A for Previous Speakers
Time 12:30 to 12:45 pm

Lunch Break 12:45 to 1:55 pm

Session 2: WG Updates (Moderator Secretariat)

Speakers WGs Update
Miho Sato, IMDRF Secretariat, Principal Coordinator, PMDA

Time 1:551t0 2:15 pm
Speakers AET WG

e Niall MacAleenan, Director of Medical Devices, HPRA
Time 2:15t0 2:25 pm
Speakers Al/MLWG

e Jessica Kirby, International Principal Policy Specialist, MHRA
Time 2:25to 2:35 pm
Speakers SaMD Update

e Daniel Yoon, Manager, Office of Policy and International Prcgrams, Health Canada
Time 2:35to 2:45 pm

Title Q&A for Previous Speakers
Time 2:45-3:00 pm

Session 3: RHI Updates

Speakers AMDF

e Paulyne Wairimu, Chair, Head of Medical Devices and Diagnostics Pharmacy and
Poisons Board, Kenya

Time 3:00 to 3:10 pm
Speakers APEC
e Naoyuki Yasuda, Vice-Chair, APEC/SCSC/RHSC, PMDA
Time 3:10 to 3:20 pm
Speakers GHWP

e Bryan So, Executive Secretary General, GHWP
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Time 3:20 to 3:30 pm =
Speakers PAHO
e Maria Luz Pombo, Unit Chief, PAHO
Time 3:30 to 3:40 pm
Title Q&A for Previous Speakers
Time 3:40t0 3:50 pm

Coffee Break 3:50 to 4:10 pm

Session 4: Affiliate Member Updates (Moderator Secretariat)

Speaker Public Health Institute (ISP), Chile
e Maria Cecilia Lopez Gutiérrez, Head of the Medical Device Registration Office
Time 4:10 to 4:20 pm
Speaker Sanitary Regulation Superintendency (SRS), El Salvador N
e Mario Ernesto Vega Valenzuela, Head of the Medical Devices Unit
Time 4:20 to 4:30 pm
Speaker Medicines Control Authbrity (MCAZ), Zimbhabwe
e Richard Rukwata, Director General
Time 4:30 to 4:40 pm
Title Q&A for Previous Speakers
Time 4:40-4:50 pm

Session 5: Industry Panel: Launch of IMDRF Industry Group

Speakers

Moderators

e Nada Alkhayat, Policy Officer, European Commission

e Diana Kanecka, Director International Affairs, MedTech Europe

e Naoki Morooka, Senior General Manager, Medical Regulatory Policy Department,
Shimadzu Corporation

e Maurizio Andreano, Senior Director & Head of Technical Regulations &
Standardization, Siemens Healthineers

¢ Fatemeh Razjouyan, Senior Director of Regulatory Policy, International and
Harmonization, Global Regulatory Affairs, Medtronic

e Diane Wurzburger, Executive Regulatory Affairs & Quality, Dzveloped Markets &
Global Strategic Policy, GE Healthcare

¢ Raina Dauria, Vice President, Global Regulatory Policy and Talent, MedTech, Johnson &
Johnson

e Kenichi Ishibashi, Senior Specialist, PMDA

e Janet Trunzo, Senior Advisor to the President and Senior Executive Vice President,

Technology and Regulatory Affairs, AdvaMed

Time 4:50 t0 5:25 pm

Title Closing Remarks

Speaker e Naoyuki YASUDA, Chair, IMDRF2025; Associate Executive Director for International
Programs, PMDA

Time 5:25t0 5:30 pm
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