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DAY 1: Monday 19 May, 2014

Chair*: Rosanna Peeling

13:00 —-13.15 | Welcome and introductions
The Affordable Access to IVDs project:

13.15 - 13.45 . . _
Updates, Meeting objectives and expected | Rosanna Peeling
outcomes
Updates from:

- The Asia Harmonization Working Party AHWP rep

13.45-14:30 . .

- The Pan-African Harmonization Working Party | Wellington Oyibo
- The Latin America IVD Initiative (ALADDIV) | Carlos Gouvea

14:30 - 15:00 | Break
The AHWP IVD Regulatory Framework Benny Ons

15:00 — 16:00
Discussion All
The South Africa Medical Device IVD regulation | Shabir Banoo

16:00 — 16:30
draft document

16:30 — 17:00 | Updates on Clinical Performance Studies Rosanna Peeling
Updates on Quality Audits and Post-marketing

17:00=17:30 | g\ veillance




DAY 2: Tuesday 20 May, 2014

Chair: Albert Poon

09:00 — 09:15 | Recap of first day Rosanna Peeling

Piloting harmonized approaches:
09:15-10:30 1. Common Registration File All
2. Quality audit

10:30 — 11:00 | Break

Piloting harmonized approaches:

3. Joint review of data from clinical

11:00 - 12:30 ) All
performance studies

4. Post-marketing surveillance

12:30 - 14:00 | Lunch

Moving forward:

1. Synergies across regions

14:00 — 15:00 _ Al
2. Inter-regional Workplan

3. Timelines and milestones

15:00 - 15:30 Break & Visit AHWP Secretariat

Meeting summary and next steps for moving
15:30 — 16:00 All
forward

16:00 Close of Meeting
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) Professor and Chair of Diagnostics Research,
1 Rosanna Peeling ] ) .
London School of Hygiene and Tropical Medicine

Consultant, Retired Senior Electronics Engineer,
2 Albert Poon Elect & Mech Services Dept., Hong Kong SAR

Government

Chair of AHWP WG1a

) ) Section Chief, Division of Medical Devices and
3 Cheng-ning Emily Wu _ L o
Cosmetics, Food and Drug Administration, Ministry

of Health and Welfare, Taiwan (R.O.C.)

Secretary of AHWP WG1la

o Technical Specialist, Division of Medical Devices
4 Wen-Wei Tsal ] o ]
and Cosmetics, Food and Drug Administration,

Ministry of Health and Welfare, Taiwan (R.O.C.)

5 Office of Medical Device Evaluation, Center for
Christopher Chan Measurement Standards, Industrial Technology
Research Institute, Taiwan (R.O.C.)
6 Advisor of AHWP TC
Benny Ons
BD Europe
7 Carlos Gouvea ALADDIV Board
8 Head: Pharmaceutical Policy, Research and Services
Support Unit
Shabir Banoo Right to Care — Treating AIDS Seriously

University of the Witwatersrand and Helen Joseph

Hospital
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1.

Comparison between the GHTF Summary Technical Documentation (STED) formats

for Medical Devices and In Vitro Diagnostic Medical Devices and the Common

Submission Dossier Template (CSDT) format for In Vitro Diagnostic Medical

Devices -

Strategies for Implementing a Regulatory Framework for Affordable Access to IVD

Medical Devices for Infectious Diseases

Role of Standards in the Assessment of Medical Devices -

Step 4

Step 3

Step 2

Step |

The 4-step Procedure with 4-Type of Doc

’ AHWP Final Documents

(including Guidance Documents)
‘/ INAL

//l Documents accepted, approved and/or passed resolutions
/ M Available at AHWP web as AHWP official documents

€ PROPOSED FINAL

B Documents prepared for approvals and/or resolutions
B Post on AHWP website + circulations = Call for Comments

. PROPOSED
B Documents discussed in AHWP and/or TC Meetings
B Post on AHWP website + circulations = Call for Comments

®DRAFT
M Initialed by: Chairs of Committees/ WGs / STGs / Secretariat
B Documents discussed within group members

B] 1 ~ 4-steps procedure of AHWP document endorsement
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Ad Hoc Meeting of the Affordable Access In-Vitro
Diagnostics (AAIVD) Project

AHWP WG1a IVDD Activity Update

Hong Kong
May 19-20, 2014

o Recent Changes

- New TFDA Director-General
- AHWP Vice Chair:

- Director Liu transfer to lead Drug division; Director Tu took
up Device and Cosmetic Division’s leadership and success
Director Liu as AHWP vice Chair

« AHWPWG1a

« Ms. Emily Wu, Section Chief success Director Liu as
AHWP WG1a Chair

- Jeffrey Chern of ITRI resigned from ITRI and WG1a Co-
Chair; Ms. Sheryl Hsiao of BD TW/HK just took up Co-
Chair recently

2012-2014
Missions of AHWP WG1a
- Toassist AHWP membereconomies and other developing countries

to implement regulatory framework of IVD medical devices
+ Developing AHWP guidances on IVD medical devices on a TPLC basis

‘F DA

Providing recommendations and useful guidelines on how to implement
regulatory framework of IVD medical devices
Facilitating harmonization and regulatory convergence

. Toestablisha platformof regulations updates and gap analyses for
AHWP Member Economies and Other Developing Countries
. Capacity building and training through AHWP as a common platform

Experience sharing and case studies on IVD medical devices regulations

fron AHWP WG1a Projects
To assist AHVIP member economies and other deveioping To establish a platiorm of regulations updatas and gap
:::;:—-tn implement regulatory framework of VD medical analyses for AHWP Member Economies and Other
Project ich o Checkpoins | Actusl Date of - -
(DoMdkiAYY) | (DOAMIINY | Complatian Project Kickoll Checkpoint | Actusl Dote of
(DO ooy | UMMM | Compieton
(DDMMALYY)
Deveopmet of e B2 Rz
GHTF Guidances on Tranng for ETT e T Gngoing
[ AP Mambar
Economies.
Reson of GHTF Tz e [Ty
e “Alrdtie and s | swieasn Ovgong
‘hecessaie ND
Wedics Dvices
L | | Cotormen
Uit of Fincognized Tz ETT sz wilh LSHTI 3t
Stancards fr VD8 )
Bl procices o Bz B2t e
dleical ervaton
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Completed
ooy o iz a0 ongorg Ongoing
o VD Madica
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2012-2013 Achievements

3 GHTF Final Documents
Recommendations on the use of recognized standards in safety and performance
evaluation of IVD medical devices
3 AHWP guidance documents were developed and endorsed in 2013
(AHWP/WG1a/F001, F002, FO04)
2 international conferences on IVD medical devices regulations were held in 2012
May 17-18, 2012 "Conference for Gt IVD Medical D 3
Nov 6, 2012"C for Regulatory g New and Emergir
Establishing a platform of regulations updates and gap analyses in 2013
AHWP WG1a Working Meeting, May 15-16,2013
The 1st African Regulatory Forum for Medical Diagnostics & Pre-Forum Workshop, Jul 24-28, 2013
The AHWP WG1a-PAHWP-LSHTM Joint Conference on Intemational VD Medical Devices
Regulations, Sep 18,2013
The AHWP WG1a-PAHWP-LSHTM Joint Mesting an POC IVD Medical Devices, Sep 17-18,2013

VD Medical Devices"

teon 2014 Milestones

- Recruitment of experts & professional users as workgroup
members to enhance support in evidence based review
process

- Development of Regulatory Guidances on IVD Medical
Devices

- Establishing a platform of regulations updates and gap
analyses

2014 Milestones

3 IVD Regulatory

T 1 Training Workshop

1 international conferences
on IVD medical devices
regulations

« AHWP/WG 1a/PDO0S-007 ‘
have been drafted

‘FDA
New members

Recruitment of experts & professional users as
workgroup members to enhance support in evidence
based review process

Member | Dr Reba Chhabra India Natianal Insiilie of Biologicals, NOIDA Reg
Member | Dr Cristina Sandiaa Wdonesia Proa Diagnostic Line, PT [
Member | Ms. Jikanne Coles Asala ere [
Member | Ms. Sheng.Wen Hsiao Chinese Taipei BD Taiwantong Kong nd
Member | Dr. Yu-Jiun Chan Chinese Taipei Taipei Veterans General Hospital, Others.
{experts in chinical
virology)
Memper | M Danel Ghang Chinese Taipel Giraftes Phammacevical Co. Lid ]
confrmed)

'FDA

Development of Regulatory
Guidances on IVD Medical Devices
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c4#roa  AHWP WG1a Proposed Documents (Draft)

Doc.

Title Status

The 4-step Procedure with 4-Type of Doc

Final Documents
<

/
AHWP/WG1a/PD0O0SD Comparison between the GHTF Drafted and discussed on April Step 4 .FINAL Nov 2014 AHWPTC Meeting and AHWP Meeting
Summary Technical Documentation 24- 25 WGia 1st FTF meeting / at Seoul, Korea
(STED) formats for Medical Devices and | . wil be circulated amang WG1a /B Documents accepted. approved and/or passed resolutions
In Vitro Diagnostic Medical Devices and members & advisors in Q2/Q3 y vailable a¢t AHWP web as AHWP official documents
the Common Submission Dossier 2014 Step 3 .
Template (CSDT) fermat for In Vitro PROPOSED FINAL
Diagnostic Medical Devices 8 Documents prepared for approvals and/or resolutions
AHWP/WG1a/PDO0BD | Strategies for Implementing Drafted and discussed on April SFOP NATIE ytassice X cititions 7 Gl o Conanss
(in collaboration with Regulatory Framework for Affordable 24-25 WG1a 1st FTF meeting
LSHTM) Access 1o 1VD Medical Devices for Wil be circulated amang WGTa sep2 @DpROpPOSED  Circultedina23z014
Infectious Diseases members & advisors in Q2/Q3 W Documents discussed in AHWP and/or TC Meetings
2014 W Post on AHWP website + circulations < Call for Comments
AHWP/WG1a/PDOO7D | Role of Standards in the Assessment of | - Drafted and discussed on April Draft of PD005-007 Discussed in the WG 1a 1st FTF meeting,
Medical Devices 24-25 WGfa 1st FTF meeting sep |l @DRAFT April 24-25, 2014
Wil initiate the collaboration with B Initialed by: Chairs of Committees/ WGs / STGs / Secretariat
WGT B Documents discussed within group members
D
Source: The 4-Step AHWP Official AHWP, Jun7, 2012
Arpa “dron AHWP WG1a Working Meeting, April 24-25, 2014

Establishing a platform of regulations
updates and gap analyses

» The meeting was held in Taipei and was
attended by 2 AHWP WG1a advisors and 7
members

- Achievements:

Revision ofthe AHWP/WG 1a/PD00SD Comparison
betweenthe GHTF Summary Technical
Documentation (STED) formats for Medical Devices
and In Vitro Diagnostic Medical Devices and the
Common Submission Dossier Template (CSDT)
format for In Vitro Diagnostic Medical Devices

Revision ofthe AHWP/WG 1a/PD00SD Strategies for
Implementing a Regulatory Framework for Affordable
Accessto IVD Medical Devicesfor Infectious
Diseases

Revision ofthe AHWP/WG1a/PD007D Role of
Standards in the Assessment of Medical Devices
Discussionand agreementon joint review pilot
programs plan

Planning of the IVD Medical Devices Regulations
Training Program in September, 2014

s Proposed Topics of IVD Medical Devices
Regulations Conference

. To be held in Sep. 2014

= Proposed Topics
. Regulations updates (US, EU, Canada, Australia, Malaysia)
Safety and performance evaluation

Harmonization and regulatory convergence
« Speakers (to be invited)

. Regulator or Expert from US, Canada, Australia, Malaysia
« Stephen Lee, Team manager, MHRA, UK
+ DrLisa Studdert, Head of Market Authorization Group, TGA
Professor Rosanna Peeling (LSHTM, UK)

Representative of ISO/TC 212

“ron Affordable Access to IVD Medical Devices

- Guidance document on “Strategies for Implementing a
Regulatory Framework for Affordable Access to IVD Medical
Devices for Infectious Diseases”

. Issuesraised during TC Leader Meeting, Singapore

= Ad hoc working group meeting to discuss work plan and
review work progress on affordable access to IVDs (AAIVD),
Hong Kong, May 19-20, 2014.

c ‘FDA

ISO/TC 212 Collaboration

. Scope of Activities: Standardization and
guidance in
« In Vitro Diagnostic Test Systems
= Laboratory Medicine

- Applying for participating members or
observers of ISO/TC 212

« 2013/413 ISO/TC 212 email to invited AHWP as a
Category A liaison

: lFDA

Thank you for your attention!
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