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SCUT - A Leading University in Innovation
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South China University of Technology
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SCUT - A Leading University in Innovation

» A comprehensive university Located in Guangzhou.
> Disciplines: Sci & Eng, Medicine, Law, Management, Economics, Literature, Arts

il Total area: 4 million nv 2 Areas Top T globally (US News 2023 of Univ.)

ﬁ" Building area: 3.3 million m’ Polymer Science Food Science & technology
O .

ala Faculty: 4656

5 Areas ranked TOp 1%o0 globally by ESI

i.i Students: 52k Aaricultural
Materials . . Computer . gricultura

£=| 36 Colleges (7 in GZIC)

E3 3 Affiliated hospitals 13 Areas ranked Top 1% globally by ESI

o=
Ll

29 National Key Labs/Eng . . X :
Research Centers Clinical Biology & Pharmacology | Social
Medicine Bio-chemistry & Toxicology | Science

3 Confucius Institutes
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Introduction - Aims and Missions of GHWP-GZA

“Education promotes global medical device harmonization”

HRSEEENNN

» GHWP-GZA is the first GHWP offline training academy established in
SCUT after application approved in Nov. 2023.

> On 27t annual meeting, Dr. Xu presented the bronze plate to GHWP-GZA

» The first president is Prof. Wang Yinjun (Academician of CAE).

Encourage Regulatory Science Research

Provide Training and Exchange

Imprg

Accelerate the convergence, harmonization, Capacity
and reliance N




Education Philosophy - “OMF”

“Education promotes global medical device harmonization”

“Open” A “Merging”
o e '@

»Open education P § s B - »>Interdisciplinary merging

«Open to all GHWP countries/regions o) 'v' N4 fi “Merging of regulation and cutting edge
. ] - @ 74 innovation
Encourage none-members to participate to 7 \[;] A S)
enhance GHWP influence & >People merging
Ul,’:@:@ *People from regulation, industry, research...

»Open pool of experts

: . *People from different cultures
*Experts from different fields are welcome

»Regulation merging
*Promoting the convergence, coordination
‘ and reliance of medical device regulations

»0Open contents
Combining current GHWP online training and

offline training T Focus,,
»Focus on frontiers: »Focus on global/regional concern in
*Frontiers in industry innovation medical device regulations

Frontiers in regulatory science research  »Focus on offline training
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Major Tasks of GHWP-GZA Development (&= ot Harmnizaton oringParty

GHwp Towards Medical Device Harmoniza tion

5 major tasks:

I. 2 trainings for member countries/regions annully, total of 300-400 persons;

Il. 3 platforms: Global regulation capacity building platform, GHWP data platform,
Exhibition platform;

lll. Encouraging international exchanges and cooperation in medical device regulation;

IV. Providing research and consultation on policies, regulations and technical
specifications related to the global regulation of medical devices.

V. Carry out cooperative training for the purpose of training medical device

regulatory personnel.
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@) rgan izational Structure CCT‘: Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

/> GHWP-GZA operates \

under the leading of the
council. The President is

|
responsible of the m—ffice

operation and . ! ; .

management. “College” Regulatory Science Policy & Law Collaboration [MPractical Training

under SCUT t t 1. t

Council

administration.
Research Base for Medical Law School, National Innovation Key Lab for Novel
. . . Device Regulatory Science, ; and Collaboration Base Bi ]
> A dedicate admin office NMPA School of Public | | %, Novel Biomedical Biomaterials
Administration Materials and Tissue Rva ulat!on P
. R tion Discipli egulation o
haS been set up’ Natg;:i: E:?.E::j:r"'h Guangdong Research s b el NMPA
R . Institute for China's Collaborative
. . estoration & Engineering and Innovation Center for L DO
> Independent financial Reconstruction Technological v Evaluation &
Affiliated Hospitals, o T i iU Reconstruction Research Center

system. The budgets is Clinical Hospitals

supervised by the Council

\_ /
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GHWP-GZA Website (" 6iobal Harmonization Working Party

GHwp Towards Medical Device Harmonization

Website (EN & CN) : http://ghwpgza.ibmd.org.cn/

( ~ ﬁ Global Harmonization Working Party(Guangzhou) Academy
(;pr %WE;’”%SM&%&WW“(F}‘H)—H‘%

s — 6 Functions, 3 Entries

°
Bl BEIT 231 2 ot 75 .
LI X 17 5 W R [ 5 77 1 About us: Introduction
BHGHWP (M) £migil - o ¢« Q gw ‘ 2 GZAN
mE ER s EoS A wE HE £ IR
e £ 21,500 MER
BT RGP R EECHWP () FRISVIE (R RE)
GHWP I d ° . . Io
e e O i 3 ) Cloud Training: online course
SHENET BRI RESRR SAETAS = Home | GHWP
\B208, Sl & . AT seb. 11 5 FZH - The 2nd GHWP (Guangzhou) Academy Training Notice (3rd round notice) Submitted
SRR RGWE () SO R rQ\) BaA| by admin on Wed, 11/20/2024 - 16:16. The 2 nd GHWP (Guangzhou) Academy Training ...
. AR M) DI & A FR
= — o RS, BTSSR About us News M H H
.
Global Harmonization Working Party Please have the attached DRAFT 4 Da ta c e nte r ° ca pa C I ty B u I I d I n g
(GHWP) is established as a non-profit ... pragramme (Day 1- Day 4) of GHWP ...
About GHWP FINAL DOCUMENT
Introduction. Global Harmonization Working GHWP/OB/F001:2023 Page 2 of 6 Global
Party (GHWP) Is established as a non Harmonization Working Party Strategic 5 Co u n C i I Cente r
NBFkE ahwp.info (IERER
ibmd.org.cn
(5] A
EHRETHRMERDES M5 M m b r CI b. Q & A
1K8i - As pointed out by Dr. Xu Jinghe, GHWP (Global Harmonization Working e e u 3
Party) is a big family that unites all forces and facilitates consensus. GHWP TC is

responsible for organizing the formulation of GHWP guidance documents, ...

EEER
hitps:/fbaike.baidu.com/item/ S EREFTEEIRFIN. . ~

SHETHRMEINRS - BEAR
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http://ghwpgza.ibmd.org.cn/

Stable Fund-raising Channel: Non-profitable

A stable channel has set up:
» Operation: Funding from 24 council members

» Training: Registration fee and sponsorships from industry partners

24 council members of GHWP-GZA

Wondfe  mevion mm haucy”  Jilbos  pHILIPS  WNTED G
bluesail+ SIEMENS .- CounCiI
BREYT Q EEEEEEEEEE Str‘yker‘ Healthineers yuwe" 58X fundi ng
JWMS SmiEry
s Boston -
Baxter @ lictech = £y GBostone. o e

N E® B H EIZME  SINOPHARM GROUP

SINOP!

WEGOIES Vetonc*3) mindrayiGi . a () MicroPort

C BHEXAR
Abbott

Sponsorship

from
Industry

Funding
Channel

Registration
Fee
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Capacity Building Platform: Curriculum System

“Focus”

(3) Frontiers in

Technology (4) Regulation
Innovation Capability.
Improvement
(2) Progress of
“Open” CONVErgence &
Harmonization of

Regulations

(5) Evaluation,
Standards, & On-
{1) SHYP site Practical

introduction

: Training
& Promotion

“Merging”
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Capacity Building Platform: Excellent Pool of Experts

> Experts from GHWP leadership, SAB, TC, CBC; Member countries/regions and globally
renowned experts in medical devices.

» SCUT Training team: Academicians, Changjiang Chair Professors etc (>300).

o MainPL s

| Academicians 4 |
: Fellow of IUSBSE 3 :
| PI 973/National Key Plan 5 |
| Changjiang DIST. Prof. 15 :
|
|
|

| High-Level Plans Prof. 10 Prof. Yinjun WANG  Prof. Liqun ZHANG Prof. Benzhong TANG Prof. Zhengdi CHENG

| Zhujiang Chair Prof 10 Academician, CAE Academician, CAE Academician, CAS NAE member
| President of GHWP-GZA President of SCUT Directﬁr\lng CHﬁglr{anch De:: of Schotol
i i o - of Emergen
L Key Project Reviewer 18 Soft Matter, SCUT
Interdisciplinary
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GHWP Data Pla th rm C?: Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

Support capacity building and industry innovation

Z
o
Z
Z
;,4

GHWP Data Platform

. Global Regulation Global Product
1. Laws and regulations Library Registration
> Interpretation of global medical device regulations and laws.
Content real-time updating by Al.
, peating by Global Trade Global Trade
2. Data analysis and research Database Business Pool

» Data analysis of the medical device industry. Promote
regulatory science research in the medical device industry. Global Adverse Events
3. Regulation support and strategy development Database

» Regulation research, registration planning and strategy
development

15
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G H W P Da ta P I a th I‘ m = Global Harmonization Working Party

GHwp Towards Medical Device Harmonization
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2024 GHWP-GZA Training at a Glance (== g arominaen ot e

GHwp Towards Medical Device Harmonization

» 2 GHWP-GZA training(330 + 350 people), 2 theme training (120 + 40 people);

> 1t GHWP-GZA training "Collaborative Empowerment—Innovative Medical Devices Embrace the

World",27th-31st May, Guangzhou, 5 days, 5 topics, 24 lectures, total 40 hrs;

> 2" GHWP-GZA training "Innovative Medical Device Promotes Global Public Health “, in
Shenzhen, 24t-26 Nov., 3 days, 5 topics, 24 lectures, total 24 hrs

> >17000 Live stream viewers globally: >5000+>12000 viewing (each training has a half day

GHWP session free online);

I EFEMEDE R EHGHWP(™ M) ERIZIISF

Innovative Medical Devices Embrace the World: The 1st GHWP (Guangzhou) Academy Training
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2024 GHWP-GZA Training at a Glance (&= ot Harmnizaton oringParty

GHwp Towards Medical Device Harmonization

> 2 free training slots for every GHWP member countries/regions regulators in every
training
> Attract nearly 700 participators from 16 GHWP countries/regions, covering nearly

1/2 GHWP members raising great impact;

18



Great Su PPO rt From GHWP G Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

> Great support from GHWP leaderships (SAB/TC/CBC) : 5 speakers/moderators

in the 1t training, 6 speakers/moderators in the 2" training;

127-318
1,2024

ERR ARSI M) F P
TR IR R ik

1ONIZATION WO

INSTITUTE OF ADR(

«1€S for Secure crossl;-

£ ” Subscribe to Email Update
= Gala transfer
e : NG \ e ; a7
Services List (CCs ¥ ol X : E ’
- el - . > A" &
= :1‘ \ l‘ ‘ 8 : A ' |

required for intern’y -
v

id cloud models, da
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Great Su PPO rt From GHWP @ Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

» 20 GHWP country/region regulator speakers: from 5 countries/regions in 15t and
7 in 2nd

20
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Great Su PPO rt From GHWP (" 6iobal Harmonization Working Party

GHwp Towards Medical Device Harmonization

» 20 GHWP country/region regulator speakers: from 5 countries/regions in 15t and
7 in 2nd

Gloal Haemanizatian Vieiung Party

5

-
(ci siovat Harmonation Yoy party

\y BIREAT S i
| " GHWP e
ACADEMV TRA!NING

PR EET A3 AE 0 [
I GHWP
s

Deputy Director
Engineering Resed
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Feedback From 1st Training Participants (== g arominaen ot e

GHwp Towards Medical Device Harmonization

The overall satisfaction is 81.7. The distribution of scores is generally normal, highly
credible, and skewed toward higher scores reflecting higher levels of satisfaction. The

rating of the speakers and the topic setting reflect higher satisfaction.

Overall satisfaction

50

Overall Speakers Course Design  Service
45

o

4
334% (17) 41.2% (21) 353% (18) 31.4% (16) 3

3

Very
Satisfied

o w

N
1

Satisfied 41.2% (21) 47.1% (24) 45.1% (23) 41.2% (21)

2

o

—
Ul

Average 23.5% (12) 11.7% (6) 17.6% (9) 21.6% (11) !

V)] o

Not 499 (1) 0% (0) 19% (1) 5.9% (3) T i g i

satisfied
BRI (%) WUEEHMEE (%) mEBREREE (%) moSHEE (%)
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G HWP- GZA To- d (0] C h ecC kl i st C’;?: Global Harmonization Working Party

GHwp Towards Medical Device Harmoniza tion

Commitments from GHWP-GZA application:

Check | Major Tasks Completion status

ZI 2 training/annual, Organized 2 GHWP-GZA trainings, ~700 people;
300-400 people 2 theme trainings, ~200 people

ZI Establish academy within 6 | Organization structure completed with article and
month charter; deliver the 15t training in May successfully

v/ Dedicate management Management office set up and employ dedicate
team team; 12 management documents

" Set up stable fund-raising | Found council with 24 members; 2 council meetings;
channel ensure virous financial channels
3 Platforms: CB, Data, CB Platform: Continually improving curriculum and
Exhibition expert pool;

Data Platform: Done
Exhibition Platform: Under construction

23
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G HWP- GZA 2 02 5 PI‘iO rities C’;?: Global Harmonization Working Party

GHwp Towards Medical Device Harmoniza tion

Focusing on promoting the implementation of the GHWP Strategic Framework towards 2026:

» Improving GHWP-GZA training:

a) Organizing 2 GHWP training in 2025 in May and Nov (TBC);

b) Continuously improve the curriculum and the pool of experts/speakers;

> Explore regular training:

a) Provide on-demand, customized training for industry on regulation harmonization, technology
frontiers, regulations and standards;

b) Provide training for regulatory authorities on medical device regulatory personnel;

c) Organize Training abroad.

25
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G HWP- GZA 2 02 5 Prio rities (___C?: Global Harmonization Working Party

GHwp Towards Medical Device Harmoniza tion

Focusing on promoting the implementation of the GHWP Strategic Framework towards 2026:
> Set up open research projects on regulatory science research;

» Organize “White Paper”

> Improving GHWP-GZA administration:

a) Complete the registration of the non-profitable organization;

b) Set up the working mechanism with Capacity Building Committee;

c) Improve the website and database;

d) Build up the academy's own training conference system

e) Further improve the organizational structure, more office staff;

26




Thanks! Terima kasih! 8iigi!

Global Harmonization Working Party
--Guangzhou Academy

Twoards Medical Device Harmonization



Development Plan

» The GHWP-GZA aims to complete the establishment within 6 months
» 15t offline training by End of May 2024

December January February m May
Establishment of the Council -

Appointment of Director and Vice Directors -

Recruitment of Administration Office
Organizational Structure Setup
Pool of Trainers Construction
Curriculum System Construction

Blended Training Platform (Offline/Online) _

Management Documents

" First Training 20t May | @

28



Curriculum System

(1) GHWP Promotion

»GHWP’s mission, organizational structure, development strategy, and operational mechanisms.
»GHWP's technical guidelines and guiding principles.

(2) Convergence and Harmonization of Regulations

»Innovations in global medical device regulations in terms of concepts, legal systems, mechanisms, approaches,
strategies, and cultures.

»Convergence, coordination, and Harmonization of medical device regulations.

(3) Frontiers in Technology Innovation

»Current status, focuses and strategies in the global medical device industry innovation.
»Advancements in cutting-edge technologies.

(4) Regulatory Methods and Capability Improvement

»GHWP-developed courses (including: GHWP Medical Technology Regulatory Agency Training Course and
Medical Technology Regulatory Capability Framework White Paper).

»Development of medical device regulatory science.
»Opportunities and challenges in the medical device industry and regulation.

(5) Evaluation, Standards, and On-site Practical Training

»Comparative courses on technical evaluation standards and methods from GHWP member countries/regions.
»On-site practical training in cutting-edge technologies and evaluation methods in both industry and regulation.

29



Stable Fund-raising Channel: Non-profitable

A stable channel has set up:
Training cost = $140k ~ 280k/training x 2

Operation expenses = $200k/annual

» Training: Registration fee and sponsorships Total budget = ~ $620k / annual
from industry partners 9

24 council members of GHWP-GZA

» Operation: Funding from 24 council members

Sponsorship

- from
Wongg OMEVION | Gk e * Jinbossm  PHILIPS  GRCED U5 Industry
i Council Fundi . .
bhixiesalh Stp ker\ SIEMENS ., uwell =sx _ undaing Registration
M:qf.:n °EPUMEDICAL y Health y = fundlng Channel Fee

Baxter & Lctech o Jrtis ghostone. ¥ mmem

B W |
N E® O BEIZRE  SINOPHARM GROUP

WEGOIES Medtronc X871 mindrayibi . El B MicroPort

EHEHRETA
Abbott
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