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Day 2 Agenda: 14 February 2023 (Tuesday)
Venue: Crowne Plaza Riyadh RDC Hotel & Convention, Riyadh, Saudi Arabia
ITEMS TIME
1 0900-0910 |Opening Address for Day 2 (10mins) Mr. Guobiao Gao
GHWP Vice Chair
Secretary of Leading Party Group, Center for Medical Device Evaluation, National Medical Products Administration
People's Republic of China
TECHNICAL SESSION V : Digital Health : Clinical Applications [Industry, Hospitals and Government Perspectives]
2 0910-0930 |Improving Healthcare Services (15mins) + Q&A (5mins) [ONLINE] [Dr. Ho Young Lee. M.D.
Professor. Nuclear Medicine,
ClO. Digital Medicine & Office of eHealth Research & Business,
Seoul National University Bundang Hospital, South Korea
3 0930-0950 Artificial Intelligence Clinical Application in Hospital (15mins) + Dr. Chong Jai KiM, MD
Q&A (5mins) [Online] Professor of Pathology
Asan Medical Center
Seoul, Korea
4 0950-1010 |New Approaches to Post-market Clinical Follow-Ups (15mins) + Ms. Heather M. Colvin
Q&A (5mins) [Online] Director, MD Regulatory Affairs Evidence & Outcomes Policy
Global Regulatory Affairs Policy
Johnson and Johnson Medtech
5 1010-1030 |[Real World Evidence - Using Real-world Data (15mins) + Q&A Mr. Kenneth Cavanaugh
(5mins) Deputy Director, Officer of Cardiovascular Devices, USFDA Center for Devices and Radiological Health
1030-1100 TEA BREAK
TECHNICAL SESSION VI : New Innovations
6 1100-1120 |Post Market Surveillance (15mins) + Q&A (5mins) Mr. Mohd Zul hisham Junaidi, Post Market & Enforcement Division, Medical Device Authority, Malaysia
7 1120-1140 Regulatory Pathways for Innovative Products (15mins) + Q&A Mr. Kenneth Cavanaugh
(5mins) Deputy Director, Officer of Cardiovascular Devices, USFDA Center for Devices and Radiological Health
8 1140-1210 |Panel : Fit-for-Purpose Change Management (25mins) + Q&A Moderator: Ms. Adelheid Schneider
(5mins) Panelists:
a) Dr. Rama Sethuraman, Director, Medical Devices, Health Sciences Authority, Singapore
b) Dr. KUSAKABE Tetsuya, PhD, MPH, Director, Office of Manufacturing Quality and Vigilance for Medical Devices, International
Coordination Officer, Pharmaceuticals and Medical Devices Agency (PMDA), Japan
c) Mr. Ali Al-Dalaan, Vice Executive President, Medical Devices Sector, SFDA, Kingdom of Saudi Arabia
d) Ms. Mariammah Krishnnasamy, Malaysia MOH
2l Mr Wonnath Cauanaush Danutu Divactnr Nfficor nf Cardinuaceular Davicae Contor far Navicac and Dadinlagical Haalth 11ISENA
9 1210-1230 |Biotech Applications in Medical Device from the Authority Dr. Razan Asally, Head of Medical Devices Evaluation Section, Medical Devices Sector, SFDA, Kingdom of Saudi Arabia
Persnective (15mins) + ORXA (5mins)
1230-1345 LUNCH / PRAYER TIME
Capacity Building
10 1345-1405 |GHWP Capacity Building Journey and Training Curriculum|Ms. Quan Tran
(15mins) + Q&A (5mins) Vice President, QARA, APAC, Baxter
Singapore
Dr. Praveen Kumar
Manager, Regulatory Affairs, APACMed
11 1405-1435 |Panel Discussion on GHWP Capacity Building (25mins) + Q&A|Moderator: Mr. Anirudh Sen, APACMed
(5mins) Panelists-
a) Prof John Lim, Executive Director, Centre of Regulatory Excellence, Duke-NUS Medical School, Singapore
b) Mrs. Salbiah Yaakop, Director of Policy, International Affairs & Industry Facilitation Division, Medical Device Authority, Ministry of
Health, Malaysia
c) Dr. Razan Asally, Head of Medical Devices Evaluation Section, Medical Devices Sector, SFDA, Kingdom of Saudi Arabia
12 1435-1455 |MDSAP Updates (15mins) + Q&A (5mins) Ms. Michelle Noonan
International Policy Analyst
Center for Devices and Radiological Health
U.S. Food and Drug Administration
13 1455-1515 |UDI (15mins) + Q&A (5mins) Ms. Victoria Qu, Director, Quality and Regulatory Affairs, Asia Pacific, Cordis
1515-1545 TEA BREAK
14 1545-1605 |IAF CertSearch (15mins) + Q&A (5mins) Mr. Grant Ramaley and Mr. Nigel Johnston, IAF
15 1605-1625 |Internet tools kit for medical devices (15mins) + Q&A (5mins)|Mr. Jeff Gren & Ms. Miang TANAKASEMSUB
TONLINE]
16 1625-1630 |Closing Remarks for Day 2 (5mins) Dr. Jeong-Rim LEE (GHWPTC Co-Chair)
Director General, Medical Device Evaluation Department
Ministry of Food and Drug Safety (MFDS)
Republic of Korea
17 1630 Adjourn
END OF DAY 2




