DRES (MY 2 RRER)

2018 FHFREHZRATEHFLA §
AT € 3k

(2018 Asian Harmonization Working Party Technical Committee Leaders Meeting)

2 &40

FRIFBM  FLARTIR S R EF PR

¥

4

LR e R

)

AL R R ® R R
DEEPRF:107&E#59 7p3259 11p
FL PP 107EG6Y 11 p



2

12018 ;7 HEREM R HL R AR i (2018 AHWP TC Leaders
Meeting  d B2 461138 @ 5% 4 ¢ 1 ¥ (Food and Drug Administration- #§ £ TFDA)
EHIFAY R AL E 6RPH S 107 ES5 P 8p 25T 9p s ERIRIF

LR |G T M L e R B4 i) w(WG2 - Premarket: IVDD) A £
Ao AT ERT FLMALEFRENL T e 1 TRFBER > LR F
B2 ER N EeFine #3057 10 p 2 B WG2 Face-to-Face 1 1%/ % € ik » 4%

WG2 %] iz W L ErF R BH 7 E S Bdpsl 55 o

o forst = § 30 B AHWP Bt & 1 (vig R 2 A KB 0 5% 3k
ERd ARLEL WG2 J 1 td % 4 AL AREEL LA THDBEELR

BEFR O FIARFREH LM R RL AT



*t iz

2 T 3
= % 2 4
G F R S 8
L i R T T8 12

2 1- TAHWPTCWG2 | AR 7 oo 13

2- TAHWP TC Leaders Meeting | € ik 47 .....coovimiieiiiieiiins 14



38k

L F R E1i2 3 v § (Asian Harmonization Working Party - # 4 AHWP)>t
1999 # & = > pw e 5 30 B35 ¢ R ®W(Member Country, f§ 4 MC) > & 3 FH 4 ¥ >
§RBEFR AN L M H(F A A AT e AR B2 AF s 21U
BB R LIS E AR HREFREHERAL LR BRo . E-d 3 R
F)ERLFPHEER AR L p Lok ﬁa o AHWP Hjis% R ¢ (Technical Committee,
MATC)f F 41 iviEsr> p s AHWP T TC £ ¢ 7 9 i 1 ¥/ 2(Working Group,

i 4 WG) -

ARGAHWP 22 28 ¢ R R 25 FHe> pEE TCHTHA LW FLE
#a i% ] 2 (WG2 - Pre-market: IVDD)i /# > AHWP 3% 4 »t 2 3 & fa s %51%? E YRR L
foo 20 A & PR yE- H TC 2474 § wk(Leaders Meeting) » $-4c 44 § 3K » 4 7
WE P ERAFFEAE FRH EHE AR FA L T DG R A kS S M
ek RGBS FFEIEM G XN E PARE WC2 1 iFIERZ A K (BRG] ¢
A 2 97 R B+ (In Vitro Diagnostic, IVD)4p b BI% 4p 31 F4% ~ & R%F w2 £ 1%
BTCHEHT L1 2 £iT% > %2 TCAMWE FRBEFIEN F3HH o ¥
e AR F T';fﬁd WEMFREEREE2ZPE £ 507 10 p 2B WG2
% ¥F o (Face-to-Face)1 i¥ ¢ 3k » #ridp M & 722 WG2 & f » & 343 IVD 4p B B2 4p

3l B2 s T 3dHh WG2 (s 1 ivt g -

o hehZ g0 BRI AHWP B ol e 2 A RRE D 7B RA

A EEE FREHZLREA AN TR § R A ARREL LR L RS 4 -



iﬁgaiTcmwmwmmméxmwpﬁg

B

2

BlfFiEd %50 8p 1 9P
RERE L ;

m

7 &
FHELRMPAEER L2 48¢

W
-
-
3
3
=
>
oy
4
.
=
o
N
=

=

AL

Agenda
2018 AHWP TC Leaders Meeting

Mayv 8-9,2018

The Merchantel, Beijing, 1t/ BB ERFERE
No.2 Xi Bian Men Wai Da Jie Xicheng District, Beijing

Dayv 1 May 81, 2018
Meeting Room: Banguet hall B, The Merchantel, Beijing

Time Agenda (AHWP TC Leaders Meeting) Responsible Person(s)
08:45 - 09:00 Registration Secretariat
09:00 - 09:30 Congratulatory & Welcome Remarks By China IMDRF Chair
Congratulatory & Welcome Remarks By AHWP | Mr. Zamane Abdul Rahman, AHWP
Chair Chair
Group Photo All participants
09:30 -09:35 1. Adoption of the Agenda & Roll Call Mr. Bryan So, Secretariat
09:35-09:40 2. Opening address Mr. Ali M. Al-Dalaan, TC Chair
09:40 - 10:00 3. China Medical Device Supervision Overview Mr. Guobiao GAO, AHWP Vice-Chair
10:00 - 10:20 4. China Medical Device Industry Overview CAMDI
10:20 - 10:40 Tea Break All TC participants
5. AHWP TC’s Current Status & Plan
(WG1 to WG4)
Individual WG work plan discussion o
) ) ) All TC participants
1)Work update since the Delhi meeting
2)WGs items (new)
3)WGs 3-yr plan
10:40 - 12:00 -

Mr. Seil Park
10:40 -11:00 WG 1 .

Ms. Kate Hyeongloo Kim
11:00-11:20 WG2 Mr. Wen-Wei TSAI
11:20-11:40 WG 3 Mr. Tony Yip

Ms. Wang Aijun
11:40 - 12:00 WG7 o

Mr. Ee Bin Liew

12:00 — 14:00 Lunch All TC participants




6. AHWP TC’s Current Status & Plan ( WG5S to
WG9)
Individual WG work plan discussion o
) ) ) All TC participants
1 ) Work update since the Delhi meeting
14:00-15:30 .
2) WGs itemns (new)
3) WGs 3-yr plan
14:00 - 14:20 WG4 Ms. Jennifer MAK
Ms. Yuwadee PATANAWONG
14:20 - 14:40 WG s
Ms. Sumati Randeo
Mr. Abdullah AT, RASHEED
14:40 - 15:00 WGe i
Mr. Vincent LAM Chee-Choong
Mrs. SalbiahYaakop
15:00-15:20 WG8
Mr. Tony Low
Ms. Jun Li
15:20 - 15:40 WG9 o
Ms. Victoria Qu
15:40 - 15:50 Tea Break All TC participants
7. IMDRF Meeting Update
15:50 - 16:00 MC meeting and Stakeholders Forum in Mr. Ali M. Al-Dalaan, TC Chair
Shanghai, China in March 2018
16:00-16:20 8. WHO update Ms. Irena Prat
9. AHWP Capacity Building initiatives Ms. Tran Quan, Vice-Chair
16:20 - 17:00 9 a) AHWP-Deloitte- APACMed Regulatory Ms. Miang Tanakasemsub, APACMed
Competency Study kick off
10. OECD Report
17:00 - 17:20 Case Study of International Regulatory Co- Dr. Jeong-Rim Lee, TC Co-chair
operation
11. Updates by Secretariat: Ms. Sasikala Devi Thangavelu,
17:20 - 17:35 «Upcoming AHWP Annual Meetings Mr. Bryan So, Secretariat
« AHWP website upgrade Mr. Ee Bin Liew
17:35-17:40 12. Closing Remarks for Day One Mr. Alfred Kwek, TC Co-chair




Agenda

2018 AHWP TC Leaders Meeting

Mav 8-9,2018

The Merchantel, Beijing, bR HBEFRERS
No.2 Xi Bian Men Wai Da Jie Xicheng District, Beijing

Dav 2

May 9'", 2018

Meeting Room: Meeting room 1, The Merchantel, Beijing

Time

09:00-09:45

Agenda (AHWP TC Leaders Meeting)

12. Closed Door Meeting for TC Advisors

Responsible Person(s)

TC Advisors ONLY

Meeting Room: Banquet hall B, The Merchantel, Beijing

Time

Agenda (AHWP TC Leaders Meeting)

Responsible Person(s)

12. Closed Door Meeting for TC Leaders

- WGs activities plan AHWP TC & WGs Chairs & Co-chairs &
09:00-09:45 ) ) )

- Upcoming AHWP Annual Meetings Secretariat ONLY

- AOB
09:45-10:00 Tea Break All TC participants
10:00-11:50 13. TC Advisory Panel’s Recommendations for TC

TC Advisors

works

14. Three-year wok plan of AHWP TC All TC participants

15. Collaborating activities with International o

o ) . o All TC participants

Organizations (including Liaisons)

16. AOB All TC participants
11:50-12:00 17. Closing Remarks Mr. Alfred Kwek, TC Co-chair
12:00 -13:30 Lunch All TC participants

Meeting Room: Banguet hall B

Time Open Session to Local Industry Responsible Person(s)
13:30-14:00 Registration CAMDI
14:00-14:30 18. AHWP Introduction Mr. Zamane Abdul Rahman, AHWP Chair
14:30-15:00 19. Saudi Arabia Medical Device Supervision Overview | Mr. Ali M. Al-Dalaan, AHWP TC Chair
15:00-15:30 20. AMDD Implementation in ASEAN Ms. Miang Tanakasemsub, APACMed
15:30-16:00 21.Chinese Hong Kong Medical Device Supervision )

Overview Ms. Jennifer MAK

16:00-16:30 22 Recent Development on MDR/IVDR in EU Dr. Petra Kaars-Wiele, AHWP TC Advisor
16:30-17:00 23 Interactions All Meeting Participants




AHWP TC Work Group 2 2018 1% Face-to-Face Meeting

Date: 2018.5.10 (Thursday)
Venue: Abbott Beijing (Room 1709-1716 Canway Building,No. 66 Nanlishi Lu, Xicheng
District, Beijing, China)

Date Time Proposed Topics
05/10 09:30~12:00 | 1. Roll Call and Adoption of the Agenda
(Wed.)
2. International and AHWP internal Collaboration
with WG2
3. New work item discussion
4. Development of 1VD guidance document:
- Label and Instructions for Use for IVD Medical
Devices
12:00~13:30 Lunch
13:30~16:00 | 5. Development of 1VD guidance document (cont.):
- Label and Instructions for Use for IVD Medical
Devices
6. AOB
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1.  Work Group 1 (WG1) - Pre-market: General MD

2.  Work Group 2 (WG2) - Pre-market: VDD

3. Work Group 3 (WG3) - Pre-market: Software as a Medical Device

4.  Work Group 4 (WG4) - Post-Market

5. Work Group 5 (WG5) - Clinical Performance & Safety

6. Work Group 6 (WG6) - Quality Management System: Audit & Assessment

7. Work Group 7 (WG7) - Quality Management System: Operation &

Implementation
8.  Work Group 8 (WG8) - Standards

9.  Work Group 9 (WG9) - UDI & Nomenclature
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WG2 - Pre-market: VDD

AHWP TC Leaders Meeting
8" May 2018

@

i HarnaiztinWoring oy

&

Membership Status

Chair: Dr.Wen-Wei TSAI
Co-Chair: Ir Prof. Albert KF POON
Advisor: Ms. Shelley TANG

No. of WG members: 43 (as approved by AHWP
TC)

O |5 regulators

O 25 industries

O 3 Observers

@

Objectives 2018-2020

To assist AHWP member economies in implementing

regulatory framework of IVD medical devices by

o Developing AHWP documents on premarket regulatory control of
IVD medical devices.

o Providing recommendations and useful guidelines on how to
implement regulatory framework of IVD medical devices.

To support regulatory convergence through

O Participatingin International/Global Organization collaboration
and activities.(e.g. ISO/TC 212 WHO etc.)

O Encouraging interest and participation of the AHWP member
economies in establishing and reviewing the specific requirement
of IVD premarket regulatory control.

&

Proposed Work Plan 2018-2020

Work Item Deliverables | Action Plan and
Timeline
| Develop AHWP documents Guidance
Document
(1) Label and Instructions for Use Start: Jan 2017
for In vitro Diagnostic Medical Submit for adoption:

Devices 2018

(2) Advertising and promotion for In Start: Jan 2018
vitro Diagnostic Medical Devices Submit for adoption:
2020
(3) Guideline for Approval of Start: Jan 2018
Reagent for Instrument Family Submit for adoption:
2019
2 Future trend study & survey: Surveyreport  Start: Jan 2019
Bridging LDT and IVD Submit for adoption:
2020

Al
Proposed Work Plan 2015-2017 "=
Work Item Deliverables Action Plan and
Timeline
3 Participate in Standard Attend the activities of
International/Global Guidance ISO/TC 212/WG3 to work
Organization Comment on standard regarding
collaboration and technical requirements for
activities (e.g. ISO/TC IVDs
212, WHO etc))

'WG2 Activities 2018 @

WORKMG PARTY

2018

I. WG2 |*Teleconference, 12 Feb

2. WG2 FTF meeting: W2 July (Taipei)

3. WG2 FTF meeting:22™ Oct (Malaysia)

@

Thank you
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AHWP TC Leaders Meeting Minutes

Date: 8~9 May 2018
Location: The Merchantel, Beijing, China

Congratulatory and Welcome Remarks by Mr. Lin YUAN (IMDRF chair)

Congratulatory and Welcome Remarks by Mr. Zamane (AHWP chair)

Meeting agenda adopted and roll call

Opening address by Mr. Ali M. Al-Dalaan, TC Chair

China Medical Device Supervision Overview by Mr. Guobiao GAO, AHWP Vice-Chair
China Medical Device Industry Overview by Xiaodong Fan, CAMDI

WG update (WG presentations will be shared in AHWP website)

WG1 presentation by Mr. Seil Park and Ms. Kate HyeongJoo Kim
o 3D printing guidance document will be used as a reference in IMDRF Work. We have
two members working in the IMDRF PMD WG. It is a good plan to align with them.
o Alirequested WG1 will review Definition and Classification of Artificial intelligence
and report during in Annual meeting

WG2 presentation by Mr. Wen-Wei TSAI and Chris
o Alfred suggested WG1, WG2, WG3 to work on one guidance document on
advertisement and promotion as there are many common elements among 3 WGs
o WG2 clarify the guidance on how reagent to be approved, it also cover other part of
system e.g. analyzer, calibrator

WG3 presentation by Tony Yip
e New Chair Dr Abdullatif Watban
e Ali recommend to consider guidance document on Cyber security
e Comments (Ee bin) — Inclusion of Health devices in IEC62304 in new revision draft
e Reply (Tony Yip) — it is also our concern when dealing with this issue among our
members. We will definitely discuss further about it.

14



Alfred mentioned “Nomenclature for revision control” is helpful for registration and

even change control for medical devices in general. TC Advisor (Peter Linder) fully
agree and it is still in progress

WG7 presentation by Ms. Wang Aijun and Mr. Ee Bin Liew

Welcome our new chair Ms Wang

For comparison study of new ISO 13485 vs QMS requirements in each country,
looking for volunteers within the Workgroup to coordinate

Scott and Grant mentioned the team should be aware of many challenges while
comparing/mapping 1S013485 with US and EU, for example. WG?7 chair/co-chair
acknowledge and will take note. Scope is just comparing the QMS requirements and
restricted to that.

Peter mentioned, TC210 will do a systemic review of 1SO13486 in2019. A survey on
experience of using ISO 13485 will be rolled out. Recommend WG7 to connect
closely Scott group on this. Ee Bin is in the same group (TC210 WG1)

Tran asking whether 3D printing part is of WG7 scope? Ee Bin mentioned that it is
not in WG7 scope yet due to workload

AHWP website update by Carol Liu, Mr Ee Bin Liew

Source file is transferred to HKPC during Aug-Oct 2017
Identify timeslot to work with Mr Ee Bin group to fix further technical issues by end
May 2018

WG4 update by Jennifer Mak

Peter suggest working closely with ISO TC210 to ensure AHWP comment
being heard, and assist & give comment to TC210 document

WGS5 update by Ms. Yuwadee PATANAWONG

7 action items

WG6 update by Mr. Abdullah AL RASHEED

Comments (Alfred) — audit duration — this is something that has been always asked. It
would be good to look at this in class types, product types, etc.

Reply (Abdullah) — we will be having the discussion to specify them.

Comments (Ali) — may need to recruit more members from RA, Bryan will help you
to do it.

15



WGS8 update by Mrs. Salbiah Yaakop
o Salbiah new appointed chair
e Alfred comment the “Code of Practice for good engineering maintenance
management of medical device” is great document. Please consider to share with

other economies.
WG9 update by Ms. Jun Li

o Comments (Alfred): regarding code of practice, are you referring to MS205 standards?
FY1, this is a very good standard for active MDs. Another question is that you
mentioned that it would bring this to ISO level to be considered. Have you started the
process because it takes long time to do

« Suggestion (Alfred): Making this standard available for free to all AHWP members

« Yuwadee suggest the evaluate impact to regulator and industry especially on cost
effectiveness. Victoria mentioned want to map out current status on UDI and will help
address Yuwadee concern and China UDI is not finalized yet

o Petra suggest to ask what is UDI use for you. Collect less information will need less
resource but the database may not meet your use.

Other presentation (presentations will be shared in AHWP website)

IMDRF Meeting Update MC meeting and Stakeholders by Mr. Ali M. Al-Dalaan, TC Chair
o 3D printing is considered personal medical device
o IMDRF welcome regulators to join as observer

WHO update by Ms. Irena Prat

o VD Prequalification program introduction, financing model, timetable, guidance
document etc was shared

o Next WHO Global Forum tentative date is Feb 2019 in India

e WHO global benchmarking tool collecting information from Regulatory authorities
and affiliated institution

o Alfred has a question that do WHO also consider the accessories list link with the
IVD. Irena indicated WHO provide clear brand name, accessories need to be used
with it

AHWP Capacity Building initiatives by Ms. Tran Quan, Vice-Chair Ms. Miang
Tanakasemsub, APACMed

16



o AHWP-Deloitte-APACMed Regulatory Competency Study and 2018-2020 plan

o Activities included In-country training, annual meeting workshop and competency
handbook

« Petra mentioned that capacity building concern is people turnover in authority.

« Scott mentioned survey should be more comprehensive in regulator vs industry

« Salbiah Yaakop shared Malaysia experience

OECD Report Case Study of International Regulatory Co-operation by Dr. Jeong-Rim Lee,
TC Co-chair
o AHWP presented in OECD meeting
e Dr Lee shared the AHWP guidelines development process, implementation progress,
quality mechanism
o Benefitsand Challenges of AHWP was shared

Updates by Secretariat by Ms. Sasikala Devi Thangavelu, Mr. Bryan So, Secretariat
« 30 members now. Potential member application is Mexico
o Upcoming AHWP Annual Meetings will be on 22-25 Oct 2018 in Malaysia (exact

location TBC)

Action items summary

What When Who
review Definition and Classification |([report during in Annual WGL
of Artificial intelligence meeting
work on one guidance document on |[report during in Annual WG1, WG2,
advertisement and promotion meeting WG3
New work item (if any) should be
submitted one month before Annual ||One month before Annual Al WGSs
meeting. It needed to review by TC ||meeting
leadership
consider to develop guidance report during in Annual WGS
document on Cyber security meeting
Identify timeslot to work with Mr. Ee i

. . . Carol Liu
Bin group to fix further technical By end May 2018 .
: and Ee Bin
issues by end May 2018
It seems unlikely we will have one |[report during in Annual WG
global UDI system. As a AHWP meeting

17




group, we should group and discuss
next steps for AHWP members

Presentation of meeting shared in

. May 2018 Carol Liu
AHWP website

TC Advisory Panel’s Recommendations for TC works by Scott
« During AOB, Ali mentioned the following regarding the arrangement of fact-to-face meeting,
that would be helpful guideline to all WG leaders:

e The WG leaders are welcomed to make their own meeting arrangement, whether it is
FTF meeting or telecon, however, it should not be at the same time as the TC leaders
meeting, and should not be a burden to the host of the TC leaders meeting host.

e WG are welcome to arrange side meeting or workshop during AHWP annual meeting,
and preferably on the first day of the meeting, so as to minimize disturbance to the
annual meeting. Interested WG should contact the secretariat as early as possible, so
that the meeting organizing committee can make arrangement as soon as possible

AHWP chair and TC chair on AHWP name

« Recognize different generation of AHWP chairs contribution

o AHWP is expanding and getting more global with 30 members

« Suggest to change name of AHWP (Asian Harmonization Working Party) to GHWP (Global
Harmonization Working Party)

e Mr. Gao commented
1. The WG need a diverse membership to gather expertise
2. Regulators and Industry collaboration 18 important in regulatory system
3. Ensure guidance document can contribute members

e Mr. Gao found the AHWP name change to GHWP is critical issue and need AHWP members
support. GHWP position and role need to be identified and aligned with IMDRF position and
role.

« Petra mentioned there are countries (e.g. Mexico) who has no harmonization organization to
join. GHWP name will welcome and attract these countries. Regulator in other region has a
platform to learn from regulators in our organization

o Peter and Grant mentioned GHWP name is more welcoming.

e Scott found current AHWP members include Chile, Saudi etc and may be confusing to others
AHWP seems not only Asia. Governance need to make it clear to avoid domination

e Asai-san and Irena mentioned name should represent our activities
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Jack mentioned that AHWP has a focus on Asia needs in the beginning. GHWP position is
more reflecting our current work, global harmonization, inviting to more countries to join us.
Rotation of chair avoid any country domination

Alfred shared the concern of AHWP resource to support more members, one of AHWP
success is collaboration of Government and Industry

Miang and Carol Yan mentioned name change depends on our overall direction (focus in Asia
or global). Need to ensure resource to support if more members

Bryan mentioned that AHWP do indicate we want to achieve international harmonization in
our vision

Rasheed mentioned that AHWP still accepting new comer now even without name change.
New comer will add resource to AHWP

Yuwadee found the name change is not important. Each members should have active role.
AHWP is an attractive name

Mr Gao agreed that we should consider our overall AHWP direction, and prefer to keep the
name Asia as our chair may not come from Asia if we change to GHWP

Zamane suggested we need to review this topic more relating AHWP direction, unquietness,
resource, governance, branding etc

Summary of follow up
What When Who

Letter to all AHWP primary and secondary
representatives to stress the importance to

. i AHWP
provide feedback/contribute to WGs and By end May Chair
Secretariat, give nomination of members to
support WGs

Discuss in coming
Review the idea of name change of AHWP ||AHWP Secretariat AHWP and
to GHWP meeting (28-29 Jun in TC Chair
KL, Malaysia)
--- Meeting Adjourned ---
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