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AHWP TC WG2 2017 1* Face-to-Face Meeting Agenda

Date: 2017/03/01
Venue: Meeting Room 5C. 5/F, HKPC Building, 78 Tat Chee Avenue, Kowloon, Hong
Kong,

Date Time Proposed Topics
03/01 10:00~10:15 | 1. Roll Call and Adoption of the Agenda
(Wed.)
2. Membership Update
10:45~12:00 | 3. Update on Survey Report of IVD Medical Device

Regulatory Status

4. International Collaboration

13:30~16:30 | 5. Development of 2 IVD guidance documents:

- Guidance for Approval and Assessment of In vitro
Companion Diagnostic Devices (IVD-CDx)

- Label and Instructions for Use for IVD Medical

Devices

6. AOB




A‘ P Asian Harmonization W{lrking Par
WORKING TOWARDS MEDICAL DEVICE HARMOMIZATION IN ASIA

AHWP & TC Leaders Meeting, 15t-3™ March, 2017

Day 1: AHWP Secretariat Meeting
&
WG Small Group Meetings
Agenda

Date: 1st March 2017 (Wednesday)
Venue: Meeting Room 5C, 5/F, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Hong Kong SAR
Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, Secretariat

Time Agenda (Secretariat Meeting) Responsible Person(s)
1800 - 1805 Welcome AHWP Chair

1805 - 1810 Adoption of Agenda & Roll Call Bryan So

1810 - 1855 | Reporting and Discussion Secretariat Team

1. Status for expanding member economy

2. Liaison or collaboration status with international
organizations

- TC210 : collaboration method and progress so
far
5. Status report on AHWP web upgrade.

7. Financial & overall report of Cebu meeting

8. Preparation status for Annual meeting in India
- Preparation and date for India meeting [Sumati]
- Budget for AHWP India meeting

- Joint meeting with APEC, in 2017 / 2018

9. Election in 2017 & Next step for moving to the
next term

1855 — 1900 Group Photo

1930 - 2130 Dinner

WG Small Group Meetings:

1) WG2 meeting: 1 Mar 2017 (Meeting room 5C, 5/F)
2) WAGS training: 1 Mar 2017, tentatively
3) WGE6 training: 1 Mar 2017 (Meeting room 3H, 3/F)
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10N IN ASI

Day 2: AHWP Technical Committee (AHWPTC) Leaders Meeting

AGENDA

Date-1: 2nd March (Thursday)
Venue: Theatre 2, 1/F, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Hong Kong SAR

Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, WG Chairs and Co-chairs, TC
Advisors, Secretariat, observers

Time Agenda (AHWP TC Leaders Meeting) Responsible Person(s)
0845 -0900 | Registration Secretariat
0900 -0915 Congratulatory & Welcome Remarks + Mrs Agnes MAK, MH, IP,
Executive Director, HKPC
- Dr Tina CHAN, Assistant Director
{Special Health Services), DoH,
HKSAR
- Dr Hee-Kyo JEONG, AHWP Chair
Group Photo All participants
0915-0920 | Opening of Meeting Mr Ali M. AL-DALAAN, TC Chair
0920-0935 | Adoption of the Agenda & Roll Call Mr Bryan SO, Secretariat
0935-1030 | AHWP TC’s Current Status All TC participants
Individual WG work plan discussion + WG1: Mr Essam Mohammed
1. Work items (previous and new) Al Mohandis, Ms Kate
2. WGs update since the Cebu meeting Hyeongloo KIM
3. WGs documents for endorsement WG2: Dr Wen-Wei TSAI, Ir
Albert Poon
WG3: Mr Tony YIP
1030 - 1045 Tea Break
1045 -1200 | AHWP TC's Current Status (continued) All TC participants
- WG4: Ir Jennifer MAK, Ms
Kitty MAO
WG5: Ms Yuwadee
PATANAWONG, Ms Sumati
Randeo
WG6: Mr Abdullah AL
RASHEED
1200 - 1400 Lunch
1400 - 1530 | AHWP TC’s Current Status (continued)

All TC participants

- WG7: Ms Aidahwaty
M.Olaybal
WGE: Mr Tony LOW
STG(U&N): Ms Carol YAN




A. P Asian Harmonization Working Party
WORKING TOWARDS MEDICAL DEVICE HARMOMIZATION IN ASIA

1530 - 1545 Tea Break
1545-1630 |- AHWP TC’s Current Status (continued if All TC participants
necessary)
- Official Observer Status (e.g., WHO)
1630—-1700 | Capacity Building Program updates Ms Tran Quan, Vice-President of
AHWP
Updates by Secretariat:
$ Upcoming AHWP Meetings Ir Bryan So, Secretariat
*  AHWP website upgrade status Mr Ee Bin LIEW {tbc)
1700 -1705 | Closing Remarks Mr Alfred KWEK, TC Co-chair

Day 3: AHWP Technical Committee (AHWPTC) Leaders Meeting

AGENDA

Date-3: 3rd March 2017 (Friday)
Venue: Meeting Room 108, 1/F, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Hong Kong SAR

Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, WG Chairs and Co-chairs, TC
Advisors, Secretariat, observers

Time Agenda (AHWP TC Leaders Meeting) Responsible Person(s)
0900 - 0945 | Closed Door Meeting for TC Leaders (Rm 108, 1/F) | AHWP & TC & WGs Chairs &
- WG activities progress Co-chairs & Secretariat ONLY
- Upcoming AHWP Meetings TC, India
- AOB
Closed Door Meeting for TC Advisors (Rm 4A, 4/F) | TC Advisors ONLY
0945 - 1000 Tea Break
1000 - 1005 | Opening of Meeting Mr Ali M. AL-DALAAN, TC
Chair
1005 -1015 | Adoption of the Agenda Ir Bryan SO, Secretariat
1015-1150 |-  TC Advisory Panel — Recommendations for TC | TC Advisors
works
- Collaborating activities with International TC Leaders, WG Leaders
Organizations
- Expansion of AHWP membership as well as
support for the active participation of newly
joined member countries
- New AHWP website
- AOB
1150-1200 | Closing Remarks Dr leong-Rim LEE, TC Co-chair
1200 - 1300 Lunch All TC participants
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Day 3: AHWP Secretariat Meeting (Cont.)
Agenda

Date: 3rd March 2017 {(Wednesday)
Venue: Meeting Room 4A, 4/F, HKPC Building, 78 Tat Chee Avenue, Kowloon Tong, Hong Kong SAR
Participants: AHWP Chair and Vice-chairs, AHWPTC Chair and Co-chairs, Secretariat

Time Agenda (Secretariat Meeting) Responsible Person(s)
1800 - 1805 Welcome AHWP Chair

1805 - 1810 Adoption of Agenda & Roll Call Bryan 50

1810 -1830 Wrap-up: Secretariat Team

1. Status for expanding member economy
2. Liaison or collaboration status with international
organizations
- APACMed : collaboration status and plan
5. Webpage renewal status

6. Capacity Building Program updates

7. Preparation status for Annual meeting in India

~End ™~
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AHWP % ¢ 457 %3 fod A2 4 | §(TC) > /5 2014 & s & £ 15 > LI

AR egxe 7 ORI E(WG)E | BHERE| 2(STG)» A~ % 5 -
1. Work Group 1 (WGI) - Pre-market: General MD
2. Work Group 2 (WGQG2) - Pre-market: IVDD
3. Work Group 3 (WG3) - Pre-market: Software as a Medical Device
4.  Work Group 4 (WGH4) - 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 (WGS) - Standards

9.  Work Group 9 (WG9) —Training



10. STG (U&N)-Special Task Group on UDI & Nomenclature
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AEER FEF KA AIF B ER S FRWHO 2 AREL 12 7 7
REABEE R A BT WG2 # &1 T34 4 AHWPIVD 4p B B 4p 51~ & >
¢ 3% Guidance on Label and Instruction for use for IVD Medical Devices 2 Guidance for
Additional Requirements for Submission Dossier Conformity Assessment of Companion In
vitro Diagnostic Medical Devices (IVD CDx)# < & p %343 % 2370 # ¢ » IVD CDx 4
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€®k%- ~=*x(37"2p23P) % AHWPTC Leaders Meeting » ¢ 3k d % 1 iF
JEARBERARBERP LT ez 2 FRREE AR TR LD TCALA ~ 3
ARG ETL c AREERANE P EP WG2 1 0%/ i8R » ¢ EFHEY
AHWP IVD #p i :};1 51 < i Guidance on Label and Instruction for use for IVD Medical
Devices % Guidance for Additional Requirements for Submission Dossier Conformity
Assessment of Companion In vitro Diagnostic Medical Devices (IVD CDx) % » Fg373" 4 &

2 JERFRE R o PR ME T LT EHAF LR R BT AT

Work Group B 2017 &1 (FRB|HER
WGI - Pre-market: Pt ABETTt3H (elabeling) 40 b B2 4% & &
General MD oo E Y2017 ER TG L E

PR S E R R B
(1) Guidance on Label and Instruction for use for IVD
Medical Devices
WG2 - (2) Guidance for Additional Requirements for
Premarket: IVDD Submission Dossier Conformity Assessment of

Companion In vitro Diagnostic Medical Devices
(IVD CDx)

1. 3R2 2015-2016 # = S F7H 2 < & .
(1) Guidance document on Qualification of Medical

WG3 - Device Software

(2) Guidance document on Risk Categorization of
Premarket: Software as

aMD

Software as a Medical Device
2. 2017 & #F %k v g % Proposed new item: White paper
on Cyber Security for SaMD

L EATHFREEL 2 AHWP p3f 2 Apl = 29 > Fo
WG4 - Bt A LE 2 T E 0 A% i) X Adverse
Post-Market Events (AE) Reporting < i+ §_F F 13 37
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2017 B2 1 T%;ﬂﬁ’-ﬁ

(1) Conduct survey on the status of post market
systems (including both reportable AEs and
FSCAs) and challenges of AWHP member
economies

(2) SWOT Analysis of global and local AE reporting

(3) Maintain Post market Resource Centre

2017 = 2 F %

1. #FH4®4& AHWP %2 ISO 14155 2372 4p 58 »
T AR E %5 K B 1% ##% 3 (International Medical
WG5S - Device Regulators Forum » IMDRF)£? §i2k 5 35 40 M 2.
Clinical Evidence for FHER
Performance and 2. )éfcir%ﬁﬂ%‘i% K B/ B2 Lﬁi”r%? K B 20 Tk i i
Safety (Clinical evaluation)* F&/ % ¥ (Clinical evidence)4p
B 3p 51
3. Regular review of Global clinical regulatory updates
1. % B IMDRF N8 — “Regulatory Authority Assessment
WG - Method Guidance” »  #% & 3, & % IMDRF
2. FEIWG6 3 WGT7 & 1 1% efim2 < 20 % &
Quality Management =
System: Audit & )
3. ¢ %=%F IMDRF = ¢ » ¢ & IMDRF/MDSAP
Assessment
WG/N3 ~ N4 ~ N5 -N6 ~NI11 2 N22 %
WGT - I WhZ1iE ] e e 2L MR S%h TR
= ’:‘)lly; ¢ °
Quality Management W5 fitt
System: Operation & 2. e AHWP < 2 0% 8 BUPE AR 1 e 5 (ISO)F*
Implementation o o
1 2017 # ¥ 2 2 i 5 H > 7 38 4F AHWP #
WGS - ¢
Standards 2. Z4phE ISO #Hist B ¢ (4 ISOTC210) 2= = B %
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WG2 — Pre-market: VDD

AHWP TC Leaders Meeting
2-3 Mar, 2017, Hong Kong

@

Membership Status

Chair: Dr.Wen-Wei TSAI

Co-Chair: Ir Prof. Albert KF POON
I Advisor: Ms. Shelley TANG

No. of WG members: 28

O 10 regulators
O 18 industries

Al

Objectives 2015-2017

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
ec ies in blishing and reviewing the specific requirement

of IVD premarket regulatory control.

A bt i

Al

s bt i

Proposed Work Plan 2015-201

Work Item Deliverables Action Plan and
Timeline
{ Develop AHWP Guidance
documents Document
(1) Definition of MD/ IVD Collaborate with WG|
Mar 2015 to Dec 2015

(2) IVD Submission Dossier Jun 2015 to Nov 2016

{3) Conformity Assessment
for IVDs

(4) Classification of IVDs

Aug 2015 to Nov 2016

Aug 2015 to Nov 2016

(5) InVitro Companion Mar 2016 to Nov 2017
Diagnostic Devices
(IVD-CDx)

(6) IVD Labelling Jan 2017 ~

Al

g
Proposed Work Plan 2015-2017 ===

Work Item | Deliverables Action Plan and

Timeline

2 Envirenmental scanning Survey Report Mar 2015 to Jun 2016

and survey for IVD
premarket regulatory
controls

3 Participate in Standard Artend the activities of
International/Global Guid: ISOTC 212/'WG3 to work
Organization Comment on standard regarding
collaboration and technical requirements for
activities (e.g. ISOTC IVDs
212, WHO etc.)

@
WG2 Activities 2015 - 2017 —
015

I WGZ | " Telecorderence: |1 Mar

. WGZ |91 FTF meeting: 1 1-13 Aug (Taipsi)

3. WGI 2™ Teleconference: |3 Aug

4. WGZ 2 FTF meetiog: 2 Nov (Banglok)

8. Side meeting with WHO IVD PQ program team: & Nov (Banghok)

2018

. WGZ |"Teleconference: 17 Mar

2 Side meeting with WHO VD PG program team: 27 April (Seoul)

3. Conference on VD Medical Devices Ragulation and Clinieal Performance Ealuation: 13 July (Taipet)
4, WGZ |® FTF meeting and 2 telecorderence: 14 ~ 15 July (Talpef)

s

AHWP Aneual meeting = WG 2% FTF meeting: 21 ~ 25 Nov (Cebu)

2017

WG2 |*Teleconference: | 6 Feb

WG Ist FTF meeting at Hong Kong, Ist March

WG2 Ind FTF meeting (~3-5days), week of | 7% July, Taipei
2nd Telecon in July

AHWP Annual meeting +WG2 3™ FTF meeting on the first day of the
AHWP Annual Meeting, India in Nov (TBC)

T
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WG Progress Update (l) :‘_me.

since AHWP Cebu Annual Meetingin 2016 il

Work Deliverables Timeline Progress Update
| ltem |
| | Confirmation WG2 member fist toFeb 2017 28 members in total
of WG * 10 Regulator Members:
membership = 18 Industry Members
2 3
of AHWP
Guidance
Docurment
5) InViero Companion Mar 20l6e0 = Revised draft is for comments
Diagnostic Davices Nov 2017 and discussion
&) Label and Instructions  Mar 2017~ = draft document for comments.
for Use for WD and discussion
Medical Devices

WG Progress Update (Il) :‘_;QE.

| since AHWP Cebu Annual Meetingin 2016 o

Work ltem Deliverables | Timeline | Progress Update

3 Partcipaton in 1} Provide 201502017 + Collect and consclidate comments
International/ recommend from WG2 members on the
Global ations on WHO documents:

the specific * 3.4 Technical guidance series
collaboration and WHO VD
activities PQ program * 34 Technical specifications
guidance series
are expected to be released for
comments this year (2017).
4 Surveyon VD
regulation status
and premarket
requirements for
AHWP member
economies

WG Document towards Endorsement at @il
the 22" AHWP Annual Meeting 2017,  “sawse
' India

il Mo. | Title/ Content Type of Document

| B Guidance for Approval and A ofln  Guid: D
vitre Companion Diagnestic Devices (IVD-
CDx)
2 Label and Instructions for Use for IVD Guidance Document.
Medical Devices

@

Thank you
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