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SCUT - A Leading University in Innovation
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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 0.1% 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
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29 National Key Labs/Eng . . X :
Research Centers Clinical Biology & Pharmacology | Social
Medicine Bio-chemistry & Toxicology | Science

3 Confucius Institutes
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Renaming to GHWP (China) Academy

From GHWP (Guangzhou) Academy to GHWP (China) Academy

—
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> Nov. 2023, GHWP (Guangzhou) Academy established in SCUT.

» 14t Oct. 2025, application of renaming to GHWP (China) Academy GHWP's Decision to Approve the Renaming of GHWP
(Guangzhou) Academy to GHWP (China) Academy

submitted in compliance with GHWP’s latest “Measures for the Building

of GHWP Academy” .
> 18" Nov, officially renamed to GHWP (China) Academy during 4t

training in Chongqing and later announced on GHWP’s website.
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Aim and Missions

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

Aim: Education Promotes Global Medical Device

Harmonization

R

Promote

Encourage regulatory science research armonizatio

Provide training and support CB

Imprb

Accelerate the convergence, harmonization, Capacity
and reliance N
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M aj or Tasks @ Global Harmonization Working Party

GHwp Towards Medical Device Harmoniza tion

5 major tasks:

I. 3 platforms: Regulation capacity building platform, GHWP data platform,
Exhibition platform,

Il. 2 trainings for member countries/regions each year;

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 requlation of medical devices.

V. Cooperative training for the purpose of training medical device regulator personnel.
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Capacity Building Platform: Excellent Pool of Experts

> Experts from GHWP leadership, SAB, TC, CB and globally renowned experts from
industry or regulation.

» SCUT academic team: Leading professors etc.

SCUT Academic Leaders

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

Prof. Yinjun WANG Prof. Liqun ZHANG Prof. Benzhong TANG Prof. Zhengdi CHENG

: High-Level Plans Prof. 10

I Zhujiang Chair Prof 10 Academician, CAE Academician, CAE Academician, CAS NAE member
I President of GHWP-CNA President of SCUT Directﬁr\lgil; CHﬁglrzanch De?rg of Schotol

: o - of Emergen
I_Ke_y E‘Oie(i Ii — _18_ J Soft Matter, SCUT
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Capacity Building Platform: Chief Expert

Professor Wang Yingjun, Acdemician of the Chinese Academy of Engineering

President of GHWP (China) Academy

* Fellow, International Union of Societies for Biomaterials Science &
Engineering (IUSBSE)

« Chair, Medical Device Classification Technical Committee, NMPA China

 Director of the National Engineering Research Center for Tissue
| Restoration & Reconstruction
‘_;/ /’\ / ' « Two-term President of the Chinese Society for Biomaterials

- Former President of South China University of Technology

With over 40 year in biomaterials research, Professor Wang pioneered the theory of bioadaptability and delivered numerous
original breakthroughs in bone, dental and blood purification biomaterials, tissue engineering and regenerative medicine, as well
as the translational application of Al and 3D technologies, with many of these seminal findings widely adopted in clinical practice.
In recent years, she has focused on medical device regulatory science research, and is committed to advancing global
harmonization of medical device regulations. 11



Capacity Building Platform: Guest Professorship

> Provide strategic consulting and support for the academy's development;
> Support training programs and regulatory science research projects.

> Appointment term: 3 years (unremunerated)

GHWP-CNA Guest Professors Appointed in 2025

EunHee Cho  Miang Tanakasemsub  Gao Guobiao  Alfred Kwek Tran Quan
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Capacity Building Platform: Curriculum System

“Openness”

“Focusing”

(3) Frontiers in
Technology
Innovation

(4) Regulatory
Methods &
Capability

Improvement

(2) Convergence
& Harmonization
of Regulations

(5) Evaluation,

(1) GHWP\

Courses &
Promotion

site Practical
Training

Standards, & On-

“Emerging”
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GHWP Data Pla th rm @ Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

o ] ) 1. Laws and regulations
To facilitate the implementation of the

GHWP Strategic Framework towards 2026,
GHWP data platform was set up to support

> Interpretation of global medical device
regulations and. Real-time content update by Al.
2. Data analysis and research

capacity building in GHWP-CNA. > Data analysis of the medical device industry.

Promote regulatory science research in the

2\

Harmonization

medical device industry.

3. Regulation support and strategy

Data Platform development

\ » Regulation research, registration planning and
Capacity strategy development
mldmg
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G H W P D a ta P I d th rm @ Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

GHWP Data Platform




GHWP Industry White Paper

> 15t phase focusing on: » Project Team:

 Atrtificial intelligence (b -1 % « GHWP (China) Academy
- Medical imaging equipment 59 Global % « NMPA Institute of

Market & 2
* Medical robots E ?I.r ¥ = Medical Economics

ech s
* Novel biomaterials Frontiers ./ @ « IBMD
- APACMed
Case Study

* Industry Partners
> Support Strategy Framework 2026:

* The current regulatory framework will not fit for the purpose of regulating emerging technologies
due to the drastic differences from traditional medical devices

 Knowledge transfer and capacity building to cater for needs in coping with novel technologies

Aim: Promote knowledge transfer and capacity building in coping with novel technology

challenge in medical device regulation and global regulatory harmonization
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GHWP-CNA Training: Raising Great Impact (&= ot Harmnizaton oringParty

GHwp Towards Medical Device Harmonization

Since Established in Dec. 2023:

> 7 Trainings: 4 GHWP CNA trainings, 3 Topic-Specific trainings
> 2,500 Participators from 31 Countries/Regions
> 20 GHWP countries/regions covering over 1/2 GHWP members

> 41,000 Online live stream viewers globally

@JMEF%EMEF'H!# ERHGHWP(F'N)-?B%EWIA%

vative Medical Devices Embrace the World: The 1st GHWP (Guangzhou) Academy Trail

!ﬁEﬂiﬁi@lehSﬁRdﬁﬂ@

GHWP unczion
[ ACADEMY TRA NG
‘_lllull % =BG HWP (" M)% B iz Ul

ACADEMY TRAINING
BHBMGHWP (" M) % Rl

BB BE 7 23 FE 0
" GHWPe—m

GHWP

hE-FE  Nov18-20, 2025
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Great Su PPO rt From GHWP (\& tiobal Harmonization Working Party

GHwp Towards Medical Device Harmonization

> Great support from leaderships: contributed 27 times as speakers/moderators in all
4 trainings. (5 in 15t, 8 in 2",7 in 34, 7 in 4th))

-~ ¥ \rg A&y
Services List (Ccs' ¥
required for intern’j -

amsaumnzusns - GHWP-GZA -7
S 012t il TN - TRAINING - emmnenes
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Great Su PPO rt From GHWP @ Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

> Great support from member countries/regions: 25 speakers from 20 GHWP

country/region regulators (8 in 1st, 5 in 2nd,6 in 314, 6 in 4th)

FIMGHWP (]

Fill in the application form wit

The au

I d representative
A i
i \\ porting document

o f_the.device cal

req

o
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GHwp Towards Medical Device Harmonization

2025 GHWP-CNA Training at a glance GGlnhalHarmnnizatinanrkingParty

3 trainings: 2 GHWP-CNA training, 1 Topic-specific training;
>1,300 Total offline participations from 19 countries/regions

24,000 Live Stream Viewers globally

YV V VYV V

3rd training in Guangzhou: “Noval Biomaterials Support Global Public Health", 3 days, 5 topics,
24 lectures, ~330 participates, 13,000 online viewers;

> 4t training in Chongqing: “High Quality Medical Devics Support Global Public Health “, 3 days,

8 topics (+3 parallel sessions), 50 lectures, >800 participates, 11,000 online viewers

20



2025 GHWP-CNA Training at a glance (_g‘ Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

> 3 trainings: 2 GHWP-CNA training, 1 Topic-specific training;
> >1,300 Total offline participations from 19 countries/regions
> 24,000 Live Stream Viewers globally;

> All 4 new member countries/regions participated as speakers/panelist/trainee:

.. GHWP- GZATRAI

FE3IBGHWP (I

T EE

. 3 =

XKEXNE: PEETHEMERSE TS
Face-to-face Discussion with Experts: Q&A on Registration Review of Medical Devices in China

Elﬁlﬂl Eﬂllsmﬁi)ﬁ)\ﬁl

ﬁﬂ\i‘ﬂ‘.’l ﬁ % AL I RPN AT RE W 3T

4&%"\ GHWP-GZA TRA\WWWNG
P MAMCHWP (- M) % W W
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Feedback from 3t and 4th training participants (= aou oo o paey

GHwp Towards Medical Device Harmonization

> The overall satisfaction from the participants feedback increased from 85.8 in 3
training to 87.7 in 4t training.

> No dissatisfaction feedback recorded in 4t training.

Overall satisfaction of 3rd training Overall satisfaction of 4t training
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2025 GHWP-CNA Training at a glance @GlnhalHarmnnizatinanrkingParty

GHwp Towards Medical Device Harmonization

Topic-Specific training: Medical Device Regulation Convergence  Em
and High-Quality Industrial Development on 29th CMEF epEe——— e F
EfrSfnEnrRs~LERER RSN
On Sept. 26th, on the 29th China International Medical Equipment Fair 3”;% |

FEGHRENRERTFLTPO
FERETSRERSBRIMA
r

(CMEF), attracting 200 on-site participants.

« Promote GHWP's efforts in advancing the convergence, coordination,

and trust;

 Introduce GHWP-CNA and promote the 4th training program and 29th

annual meeting.

national

GHWP
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Part lll Work Plan 2026
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G HWP- C NA 2 02 6 P I‘i (o) I"iti es (___C?: Global Harmonization Working Party

GHwp Towards Medical Device Harmonization

Focusing on the implementation of the GHWP Strategic Framework towards 2026:
» GHWP-CNA training:
a) Organizing 2 GHWP academy training in May and Nov 2026;
b) Improve the pool of experts and the guest professorships;
c¢) Continuously improve the curriculum.
> Explore "Tailored " topic-specific training for industry or regulators;
» Update "Industry White Paper “ on feedback and public comments;

» Improving "Data Platform *

25




Thanks ! i§i5}!

Global Harmonization Working Party
China Academy

Education Promotes Medical Device Harmonization
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