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GHWP TC Meeting

AGENDA

June 14-15

—
(c:

|

—— Global Harmonization Working Party

cHwp Towards Medical

Topic GHWP TC Sharing Meeting
Venue Mindray Reporting Hall. Mindray Building, Keji 12th Road

Date 6/14/2023

South.High-tech Industrial Park.Nanshan, Shenzhen, P.R.China

DAY ONE: June 14, 2023

Device Harmonization

GHWP TC Meeting
Open Door

Duration
Start End Topic/Ttem Presenter
(Incl. Q&A)
Leader of Shenzhen Municipal People's
9:00 AM  |9:05 AM 5 Opening speech
Government
9:05 AM  |9:10AM 5 Welcome speech GHWP Chair, Dr. Jinghe XU
Introduction of GHWP Strategic Framework GHWP Vice Chair (Regulator),
9:10 AM 9:35 AM 25
Towards 2026 Mr. Lupi Trilaksono
Review of the main achievements of TC and GHWP TC Chatr,
9:35 AM 10:00 AM |25
outlook for future work Dr. Abdullatif S. Al Watban
Introduction to industry participation i TC GHWP Vice Chair (Industry),
10:00 AM |10:25AM |25
work Ms. EunHee Cho
10:25 AM  (10:35 AM |10 Tea Break
Innovative medical devices regulation policies
10:35 AM |10:55 AM |20 TC WGI Chair, Mr. Seil Park
in South Korea
Key points of pre-market regulatory policy for
10:55 AM |11:15 AM |20 TC WG2 Chair, Mr. Wen-We1 Tsai
IVD products among GHWP members
The Pre-market Review Requirements for
11:15 AM |11:30 AM |15 TC WG3 Chair, Mr. Chun-Jen Chien
Software as a Medical Device (SaMD)
11:30 AM Meeting Ajournment
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GHWP TC Meeting

AGENDA

June 14-15

)

{

'l,ﬁ}

GHwp Towards

Topic GHWP TC and WG Leaders Meeting

Venue

Date June 14 to 15, 2023

Global Harmonization Working Party

Medical Device Harmonization

The 4th floor wisdom room, Lia Charlton Hotel

Shenzhen. No. 13 Gaoxin South 4th road. Hi-tech Park.

Nanshan District, Shenzhen . Guangdong. P.R.China

DAY ONE: June 14, 2023

GHWP TC Meeting

Close Door

Start End Duration |Topic/Ttem Presenter
GHWP TC Chair,
2:00 PM 2:05PM |5 Opening by GHWP TC Chair
Dr. Abdullatif S. Al Watban
2:05 PM 2:15PM |10 Welcome Speech GHWP Chair, Dr. Jinghe XU
GHWP TC Secretariat,
2:15 PM 2:30 PM 15 Roll Call
Ms. Victoria QU
2:30 PM 245PM |15 Photo Section
2:45 PM 3:15PM |30 Tea Break
3:15PM 3:45PM |30 TC Working Plan (2023) GHWP TC Vice Chair, Ms. Jun LI
WG 1 Report Out
3:45 PM 405PM |20 (Review guidance doc plan, Work Plan for |WG 1 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
WG 2 Report Out
4:05 PM 4:25PM |20 (Review guidance doc plan. Work Plan for |WG 2 Chair/Co-Chair

the 1 years/3year, Suggestion to TC)

11




GHWP Vice Chair (Regulator),

4:25 PM 4:40PM |15 Closing Remark of Day One
Mr. Lupi Trilaksono
Location: The 4th floor, Lia Charlton Hotel
6:00PM 7:00PM 1hour Welcome Dinner by the host
Shenzhen
Depart assembling place: Lia Charlton Hotel
7:30PM 8:30PM 1hour City tour to Shenzhen Talent Park
Shenzhen
DAY TWO: June 15, 2023
Start End Duration |Topic/Item Presenter
GHWP TC Vice-Chair,
9:00 AM 9:15 AM |15 Recap of Day One
Ms. Miang Tanakasemsub
WG 3 Report Out
9:15 AM 9:35 AM (20 (Review guidance doc plan. Work Plan for |WG 3 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
WG 4 Report Out
9:35 AM 9:55 AM |20 (Review guidance doc plan, Work Plan for  |WG 4 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
WG 5 Report Out
9:55 AM 10:15 AM (20 (Review gumdance doc plan, Work Plan for  |WG 5 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
10:15 AM  (10:35 AM |20 Tea Break
WG 6&7 Report Out
10:35 AM |10:55 AM |20 (Review guidance doc plan, Work Plan for |WG 6&7 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
WG 8 Report Out
10:55 AM |11:15 AM |20 (Review guidance doc plan, Work Plan for  |WG 8 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
WG 9 Report Out
11:15 AM  [11:35 AM |20 (Review guidance doc plan, Work Plan for  |WG 9 Chair/Co-Chair
the 1 years/3year, Suggestion to TC)
12:15PM |2:00PM  |2hours Lunch Location: Hotel restaurant on the third floor
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Discussion on the Consensus on

2:00 PM 2:30PM (30 GHWP Secretariat, Mr. Bryan SO
collaboration IMDRF
Discussion on the engagement approaches
2:30 PM 3:00 PM (30 with IMDRF GHWP Secretariat, Mr. Bryan SO
(1.e Nomination from each WG)
3:00 PM 3:30PM (30 Input from TC Advisors TC Advisors
3:30 PM 3:50PM |20 Tea Break
TC Working Plan Summarization and GHWP TC Vice-Chair,
3:50 PM 4:20 PM 30
Announcement Ms. Miang Tanakasemsub
) ) GHWP TC Chair,
4:20 PM 4:35PM (15 TC Working Plan Confirmation )
Dr. Abdullatif S. Al Watban
Discussion on Standarization of WG
Facilitated by TC Secretariat,
4:35PM 4:50PM (15 Guidance document template and update
Mr. Jack WONG
frequency
GHWP TC Chair,
4:50 PM 5:20PM (30 TC Meeting Closing Remark
Dr. Abdullatif S. Al Watban
6:00 PM 8:00 PM  |Zhours Dinner, TC Meeting Adjournment Location: Hotel restaurant on the third floor
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