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Agenda
2019 AHWP TC Leaders Meeting
April 9°-10™,2019
FOUR SEASONS HOTEL, KINGDOM CENTRE
Rivadh, Saudi Arabia
Day 1 April 9th, 2019

Meeting Room: London A&B, Four Seasons Hotel Rivadh

Time Agenda {AHWP TC Leaders Meeting) Responsible Person(s)
08:45 - 09:00 Registration Secretariat
09:00-09:30 Welcome and Qpening HE.Prof.Hisham Al Jadhey. CEQ ,SFDA
Opening speech Mr. Ali M. Al-Dalaan. AHWP Chair
Message from Vice Chair(Mr. Gao Guobiao) By Dir. Huang Qin
Group Photo All participants
09:30-09:35 1. Adoption of the Agenda & Roll Call Secretariat
09:35-09:40 TC Chair
2. Opening address
Ms. Sasikala Devi Thangavelu
9:40 - 12:00 3. AHWP TC's Current Status & Plan All TC participants
{WG1 to WG6)
Individual WG work plan discussion
1Work progress update since the Kuala Lumpur
meeting
2)WGs items (new)
9:40 - 10:00 Mr. Seil Park
WG 1
Ms. Kate Hyeongloo Kim
Mr. Wen-Wei TSAI
10:00-10:20 WG 2
Mr. Albert Poon
10:20-10:40 Dr. Abdullatif Alwathan
WG 3
Mr. Tony Yip
10:40-11:00 Break All TC participants
11:00-11:20 Ms. Jennifer MAK
WG 4
Ms. Kitty Mag
11:20-11:40 Mr. Fikriansyah Bin Irman
WG 5
Ms. Sumati Randeo
11:40-12:00 Mr. Abdullah AL RASHEED
WG 6
Mr. Vincent LAM Chee-Choong
12:00 - 14:00 Lunch All TC participants




12:00 - 14:00 Lunch All TC participants

Ms. Wang Aijun
14:00-14:20 WG 7

Mr. Ee Bin Liew

Mrs. SalbiahYaakop
14:20-14:40 WG 8

Mr. Tony Low

Ms. Jun Li
14:40-15:00 WG 9

Ms. Victoria Qu
15:00 - 15:20 Tea Break All TC participants
15:20 - 15:40 7. IMDRF Meeting Update Mr. Ali M. Al-Dalaan
15:40-16:00 8. Discussion All TC participants
16:00-16:30 9. Closing Remarks for Day One Mr. Alfred Kwek, TC Co-chair

Day2 April 10™, 2019

Meeting Room: London A&B, Four Seasons Hotel Rivadh

Time Agenda {AHWP TC Leaders Meeting) Responsible Persan(s)
09:00-09:45 10. Closed Door Meeting for TC Advisors TC Advisors ONLY
Time Agenda (AHWP TC Leaders Meeting) Responsible Person(s)
11. 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
10:00-10:30 12. TC Advisory Panel’s Recommendations for TC works TC Advisors
10:30-11:00 13. AHWP/APACMed/Deloitte project white paper Miang Tanakasemsub & Quan Tran
11:00-11:50 14, Collaborating activities with International
Organizations (including Liaisons) All TC participants
15. AOB
11:50-12:00 16. Closing Remarks Mr. Alfred Kwek, TC Co-chair
12:00-13:30 Lunch All TC participants
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1.  Work Group 1 (WGL1) - 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 (WGS5) - 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

10. Work Group 10 (WG10) - Training
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WG2 - Pre-market: IVDD

Chair: Dr.Wen-Wei TSAIl
Co-Chair:Ir Prof.Albert KF POON
Advisor: Ms. Shelley TANG
Secretary: Dr. Christopher CHAN

AHWP TC Meeting
April 9-10, 2019 Riyadh

@

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 Participating in International/Global Organization collaboration
and activities. (e.g. ISO/TC 212, WHO etc.)

o Encouraginginterest and participation of the AHWP member
economies in establishing and reviewing the specific requirement
of IVD premarket regulatory control.

WG?2 Project Activities 2019 j_,,m':

WORKING PARTY

* 2019 Activities
WG2 I=Teleconference, 20* Feb
WG2 1 FTF meeting: Aug(Taipei) (with WG I, WGS3 joint session scheduled)
WG2 2+ FTF meeting: Nov (Oman)

* Guidance development:
Guldance on e-labeling, e-IFU for Medical Device (colIabomton withWGl1)

Guideline f of Change d Medical Device
(drafting, to be completed in 2019) (collaboration wILh WG 1&WG3)

@

WG Progress (1)

Work Item Deliverables Timeline ‘ Progress Update
I Confirmation WG2 member list toApr 2019 44 members in total
of WG + 16 regulators
membership * 25 industries
* 3 Observers
3 applications to be processed by
TG
2 Development 1) LabellingforInviro  Jan2017t0  * Document endorsedin KL
of AHWP Diagnostic Medical Oct 2018 Annual meeting, 2018
Guidance Devices
Document ) Gyideline for Jul2018t0  On going:
Management of Nov2019 lInitial draft prepared by WG2.
Change Notification revising for 2°¢ draft based on
for Approved Medi comments from WG and WG3
Device (Joint with
WGI and WG3)
3) Guideline for Approval Jan 2019 to
of Reagent for Nov 2020
Instrument Family
3 Futuretrend  Bridging LDT and IVD Jan 2019 to To develop the format and drafting
study & survey report Nov2020  of the surveyin 2019
survey

@

WG Progress (Il)

Deliverables Timeline | Progress Update

3 Participationin 1) Contribution 2018 to *  WG2 has joined ISO/TC 212 as liaison

International/ t© 2020 member to participate in snndard
Global International discussion and  contribution
Organization IVD Standards regulators and industry’s point of view
collaboration  2) Contribution * Continuous contact with WHO IVD
and activities toWHO PQ team to maintin technical
Technical ‘communication
Specification * Collect and consolidate comments
Documents from WG2 members on the WHO
documents, includi
+ TSS-6:Syphilis Rapid diagnostic tests
+ TSS-7: Rapid diagnostic tests to detect
hemﬂs C antibody or antigen.
. Immunoassays to  detect
hevaﬂds C antibody and/or antigen
3) Contributions * Potential Collaboration - IMDRFs New
2 IMDRF in Work feem “Principals of IVD medical
IVD Guidance devices Classification™

+ Subject to TC approval WG2
representatives participate the New
Work Item

@

WG Progress (Ill)
e e

4 Collaboration 201802020 + WG| &WG2:
with other WGs *  e-labeling e-IFU for Medical
Devices (2019)
+ WGLWG2 &WG3:

Medical Device (2019)

Thank you
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AHWP TC Leaders Meeting Minutes

Day One
Meeting started at 9:11am
Venue: Saudi Arabia

Welcome and Opening by HE.Prof.Hisham Al Jadhey. CEO, SFDA
Opening speech by Mr. Ali M. Al-Dalaan. AHWP Chair
Message from Vice Chair (Mr. Gao Guobiao) By Dir. Huang Qin

Adoption of the Agenda & Roll Call
Opening address by TC Chair Ms. Sasikala Devi Thangavelu

WG Presentations as attached below
WG activities comment and discussion summarized as below

WG1 update (by Mr. Seil Park)

® For Atrtificial Intelligence, WGL still monitoring IMDRF on guidance document. There
are challenges in classification. US FDA is developing guidance document on Al as
well.

® For Personalized medical device guidance, WGL1 is monitoring IMDRF progress and
will decide whether it is needed to develop AHWP guidance.

® For innovative device, it will be good to have guidance document to assist and fast track
approval.

WG2 update (by Wen-Wei Tsai)

IMDRF has invited AHWP to nominate IVD experts to join their work item on IVD
classification. AHWP will support WG2's nomination, and invite other interested expert to
submit forward, by next week.

WG3 update (by Tony Yip)
For Cybersecurity, suggest to include Singapore and Kitty happy to support. We should also
consider on how to implement. Japan also developing guidance document on cybersecurity.

WG4 update (by Jennifer Mak)
® |SO 20416 available for member to review.

12



® Ali recommend other authority to participate coming ISO TC 210 WG 06 meeting in
us.

WGS5 update (by Mr. Fikriansyah Bin Irman)

® Comment on how members can benefit from the guidance document.

® A lots of guidance document developed are based on GHTF, please consider to
update/revise according to latest IMDRF.

WG6 update (by Mr. Abdullah AL RASHEED)
Saudi plan to use latest ISO 13485 to apply on distributor.

WG7 update (by Mr. Ee Bin Liew)

® For implementation purpose, consider to suggest how pharmaceutical companies (with
GMP) transit to medical companies (with 1SO 13485 standard).

® Members may consider to suggest IMDRF to raise a new project to handle GDP
(without rewriting ISO 13485). ISO 13485 could be the unified standard, Current GDP
is based on different international and local standards and accreditation of certification
bodies are also challenge.

WGS8 update (by Mrs. SalbiahYaakop)
Good engineering maintenance management of medical device to be developed and to be
shared with 1ISO TC210.

WG9 update (by Ms. Victoria Qu)
No further question.

WG10 update (by Sasikala)

® It is a new working group on capacity building.

® Encourage regulator and industry participate the WG.

® WG10 objectives will align with AHWP mission statement.

WG identify strategic plan focus below
® Survey (done by APACMed).

® Develop curriculum.

® |dentify trainers.
[

Please also stress on “How to utilize AHWP guidance documents”.

All WGs
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® Ali stressed that all WGs chair should also work together to harmonize and avoid
duplication.
® Sasikala stressed the importance of measurement.

IMDRF Meeting Update (by Mr. Ali M. Al-Dalaan)

® AHWP will nominate WG2 experts on IVD, Personalized medical device to support
IMDRF on their new work item.

® AHWP will participate more in ISO projects.

Discussion (by All TC participants)

® WG chairs need to refresh their member list base on their active participation.

® WG Chair has the right to identify more external experts if required.

® AHWP continue to support some regulator members to attend annual meeting if travel
expense support required.

Closing Remarks for Day One by Sasikala

Day Two
Meeting started 9:15am

Communication channel with IMDRF

TC economies member support

® Need more regulators participation in WG.

® WG7 need members support to update the standard.

® Will arrange a team call to welcome Sasikala, discuss role of TC economies members to
support WG activities, any document to be endorsed need to be circulated 3 months
before Oman meeting, TC update before Oman meeting, TC meeting arrangement in
coming Oman meeting (Jack will arrange TC economies member and WG chairs and
co-chairs call during April/May time).

WG membership refreshment
WG chairs to refresh the membership, submit to Sasi if there is new members.

Canada regulatory 101 resource FY
https://training-formation.phac-aspc.gc.ca/course/index.php?categoryid=42&lang=en&hootP
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ostID=acc6e04d9471a524dfc0eb9e2c6bf793

TC advisors input

® Congratulation to the new leadership

® Again the WG have shown nice progress on their work plans to support the strategic
objectives of AHWP

® Itis good to see the collaboration and liaison connections being used with 1ISO and
IMDRF

® A positive observation was the interaction between AHWP WGs and the recognition
that some work affects several working groups

Suggestions from TC Advisors

® Membership focus — rules for engagement, need to increase regulators support of WG.
Consider active invitation.

® WG should be encouraged to reach out to experts especially on complex subjects.

® Some items should be monitored only at this point (e.g. Artificial Intelligence), WG
could provide periodic updates on these monitoring activities.

® Maximize liaison memberships by AWHP members actively joining ISO and IMDRF
working groups, additionally encourage IMDRF participation at the AHWP meetings.

Meeting suggestions

® A common report for WG format.

® Using TC and Annual meetings as a platform for face-to-face WG meetings.

® Continue and expand dedicated capacity building event.

® Concern on less and less regulator involvement in general trend (Jack will arrange TC
economies member and WG chairs and co-chairs call during April/May time).

Need more expert e.g. software expert in the team (Scott and Advisors team please
provide more recommendation of expert to be included).

Current revision process of IEC 62304 by Peter

® Medical device software to health software (as medical device definition is varied
among countries).

® AHWP/APACMed/Deloitte project white paper by Miang Tanakasemsub & Quan Tran.

® White paper will be shared.

Collaborating activities with International Organizations (including Liaisons)
® Need strong engagement with IMDRF.
® China update was shared.
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AHWP annual meeting

® | ocation, Grand Millenium Muscat, Sultanate of Oman.

® Dates 11-14-2019.

® WG chairs inform any need of meeting room requirement (number of participants, time)
for their WG meeting during Oman Annual meeting (WG chairs inform TC Secretariat

(Jack, Carol, Miang) and Faiza (our regulator in Oman, 'Faizaalzadjali30@hotmail.com’)
by end April).

Closing Remarks for Day One by Sasikala

--- Meeting Adjourned ---
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