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MONDAY, 2 DECEMBER 2013

11:00 am-12:00 pm Registration Check In

12:00-1:00 pm Lunch

1:00-3:00 pm ® OPENING SESSION

® Welcome and Formal Opening of Conference

Saleh Al Tayyar, PhD, Chair, AHWP, Director General,
Medical Devices Sector, SFDA, Kingdom of Saudi Arabia
Sherry Keramidas, PhD, Executive Director, Regulatory Affairs
Professionals Society

® Medical Devices: Innovation in Regulatory Approaches
Philippe AuClair, PharmD, PhD FRAPS, Senior Director,
Regulatory Strategy & Advocacy, Abbott

Quality & Regulatory EMEA, Abbott Laboratories Inc.

3:00-3:30 pm Break and Exhibits
3:30-5:00 pm ® Building a Regulatory Framework — The ASEAN
Experience

Session Leaders:

Joanna Koh, Director, Medical Device Branch, Compliance
Branch, Health Sciences Authority, Singapore

Alfred Kwek, Director, Regulatory Affairs, ASEAN, GE
Healthcare

® Medical Device Single Audit Program (MDSAP)
Session Leader:

Saleh Al Tayyar, PhD, Chair, AHWP, Director General,
Medical Devices Sector, SFDA, Kingdom of Saudi Arabia
Speakers:

William H. Duffell, Jr, Ph.D.

Medtronic, Corporate Regulatory Affairs

Hideyuki Kondo

Office of Medical Device Evaluation, Ministry of Health
Labour and Welfare, Japan
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TUESDAY, 3 DECEMBER 2013

8:00-9:00 am

Registration & Breakfast

9:00-10:00 am

® Morning Plenary — Regulatory Convergence

Michael Gropp

Mike Ward, Co-chair, APEC Regulatory Harmonization
Steering Committee at Health Canada

10:00-10:30 am

Break & Exhibits

10:30 am-12:00 pm

® Building a Regulatory Framework — Essential Elements of
Compliance/Surveillance

Rainer Voelksen, Scientific Collaborator, Therapeutic Products

Law Section, Directorate Public Health, Switzerland

® Unique Device Identification (UDI)

Speaker:
Géraldine Lissalde-Bonnet, GS1 Global Office
Kyungja Lee, Regulatory Affairs Manager, Medtronic Korea

12:00-1:00 pm Lunch
1:00-3:00 pm ® Market and Postmarket Surveillance: Changing Global
Perspective
Session Leaders:
Saleh Al Tayyar, PhD, Chair, AHWP, Director General,
Medical Devices Sector, SFDA, Kingdom of Saudi Arabia
Quan Tran, Vice President, QARA, GE Healthcare
3:00-3:30 pm Break & Exhibits
3:30-5:30 pm ® CLOSING PLENARY: IMPLEMENTATION AND

REGULATORY CAPACITY
Session Leaders

Saleh Al Tayyar, PhD, Chair, AHWP, Director General,
Medical Devices Sector, SFDA, Kingdom of Saudi Arabia

Speakers:

Sherry Keramidas, PhD, Executive Director, Regulatory Affairs
Professionals Society

Dave Klokowski, Product Surveillance Manager, GE
Healthcare
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08:00

08:30 - 09:30
09:30 - 10:00
10:00 - 10:15
10:15 - 10:30
10:30 - 10:45
10:45 - 11:00
11:00-11:15
11:15 - 12:00
12:00 - 13:30

@

17th AHWPTC Meeting
Wednesday, December 4th, 2013

Kuala Lumpur, Malaysia

Registration

Formal Meeting with AHWF Chair
(Close Meeting

-TC Leaders & AHWP Chair

AHWP TC  Working  Group
Pre-Meeting including discussion
of TC Advisory recommendation
items with TC Advisors

(Close Meeting)

-WG Chairs/Co-chairs

Welcome Address
Malaysian representative, TBD

Opening Speech
-Dr. Saleh S. Al-Tayyar

| Chair, AHWP

Roll-call
-AHWP Secretariat

Adoption of Agenda

-Mrs. Joanna Koh
Chair, AHWP TC

-Mr. Ali M. Al-Dalaan
Co-Chair, AHWP TC

-Ms. Chadaporn Tanakasemsub
Co-Chair, AHWP TC

Tea Break

Report and overview of AHWP TC
meeting in Taipei & meeting with
TC Advisors in Bangkok

-Mrs. Joanna Koh

| Chair, AHWP TC

Introduction of TC Advisors

Short speech by TC Advisors
Representative

Recommendations made by TC
Advisors in TC leaders meeting in
3angkok — some updates

-Mrs. Joanna Koh
Chair, AHWP TC

-Mr. Ali M. Al-Dalaan
Co-Chair, AHWP TC

-Ms. Chadaporn Tanakasemsub
Co-Chair, AHWP TC

-Mr. Scott Sardeson
TC Advisor, AHWP TC

Lunch

13:30 - 15:30
15:30 - 15:45
15:45 - 16:00
16:00 - 16:30
19:45 - 21:30

Grand Lagoon Ballroom, Sunway Lagoon Hotel Resort & Spa

Updates by WG

-Ms. Ming Hao Tan
HSA, Singapore

-Mr. Alfred Kwek
GE Healthcare, Singapore

Updates by WGla
-Ms. Li-Ling Liuv
TFDA, Chinese Taipei

-Mr. Jeffrey Chern
ITRI, Chinese Taipei

Updates by WG2
-Ms. Jennifer Mak
DOH, Hong Kong SAR

-Dr Kulwant Saini
Johnson & Johnson, India

Updates by WG3
-Mr. Ali M. Al-Dalaan
SFDA, Kingdom of Saudi Arabia

-Mr. Ee Bin Liew
Philips Healthcare, Singapore

Updates by WG4
-Mr. Abdullah Al-Rasheed
SFDA, Kingdom of Saudi Arabia

Ms. Eun Hee Cho

Abbotft Vascular, Korea

Updates by WG5S
-Ms. Yuwadee Patanawong
ThaifDA, Thailand

-Ms. Sumati Randeo
Abbott Laboratories, India

Updates by WG6
-Dr. Rama Sethuraman
HSA, Singapore

-Mr. Jack Wong
Terumo BCT (Asia Pacific), Hong Kong

Updates by STG (N)

-Mr. Lian Chun Yang
CFDA, China

-Ms. Carol Yan
J&J Medical Asia Pacific, China
Tea Break

Updates from Secretariat
-Mr. Bryan So

HKPC, Hong Kong SAR

AHWP TC Meeting Closing Remarks
-Mrs. Joanna Koh

| HSA, Singapore

Gala Dinner

Medical (RIS
AuTnoRITY
1T MALATIA
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Thursday, December 5, 2013

Time

Session

Speaker/Moderator

08:00-08:10

Welcome Speech

Mr.Zamane Abdul Rahman
Chief Executive

Medical Device Authority,
Ministry of Health Malaysia

08:10-08:20

Opening Speech

Dr. Saleh S. Al-Tayyar
Chair, AHWP

Director General, Medical
Devices Sector, SFDA,
Kingdom of Saudi Arabia

08:20-08:50

Keynote Speech

Dr. Sherry Keramidas
Executive Director,
Regulatory Affairs
Professional Society

08:50-09:00

Speech by Honorable Guest

Dr. Hilmi Bin Haji Yahya
Deputy Minister of Health,
Malaysia

09:00-09:20

Souvenirs to Host, Honorable Guest and
Sponsors

Dr. Saleh S. Al-Tayyar
Chair, AHWP

Director General, Medical
Devices Sector, SFDA,
Kingdom of Saudi Arabia

09:20-09:40

GROUP PHOTO

09:40-10:10

Tea Break

10:10-11:25

AHWP Status Report and Strategic
Framework including the Summary on
1st AHWP-RAPS Joint Conference
-Adoption of Agenda

-Roll Call (Only Official Members)

Dr. Saleh S. Al-Tayyar
Chair, AHWP

Director General, Medical
Devices Sector, SFDA,
Kingdom of Saudi Arabia

-Confirmation on Minutes of 17th
AHWP Meeting held in Chinese Taipei,
2-6 Nov 2012

-Discussion on the Final Proposed
Document "AHWP Strategic
Framework Towards 2020 -The
Foreseeable Harmonization Horizon”

Ms. Li-Ling Liu

Vice Chair, AHWP
Director, Division of
Medical Devices and
Cosmetics, TFDA, Chinese
Taipei

Ms. Lindsay Tao

Vice Chair, AHWP
Corporate Director, Global
health Policy, Johnson &
Johnson, China




-Summary on 1st AHWP-RAPS Joint
Conference

Ms. Quan Tran

Advisor to Chair, AHWP
Vice President, Quality
Assurance & Regulatory
Affairs Asia Pacific, GE
Healthcare, Singapore

11:25-12:15 Report by AHWPTC Mrs. Joanna Koh
Chair, AHWP TC
Director, Medical Device
Branch, Health Sciences
Authority, Singapore
12:15-13:45 Lunch
13:45-15:15 Country Update Country representatives
» Malaysia
* Republic of Korea
* Kingdom of Saudi Arabia
* Chinese Taipei
15:15-15:25 | Tea Break
15:25-15:55 Report by Secretariat Mr. Ali M. Al-Dalaan
-Report by AHWP Secretariat from Secretary General, AHWP
2012 to 2013 Executive Director, Medical
-Report on Financial Statement for Device Sector, SFDA,
2012/2013 Kingdom of Saudi Arabia
-Proposal for Budget 2013/2014 Mr. Bryan So
Executive Deputy Secretary
General, AHWP
Senior Consultant, Hong
Kong Productivity Council,
Hong Kong SAR
15:55-16:25 ROPOSED FINAL documents for Dr. Saleh S. Al-Tayyar

resolutions:

1- AHWP leadership: ”AHWP Strategic
Framework Towards 2020 -The
Foreseeable Harmonization Horizon”
2 ~ WGla: “AHWP Regulatory
Framework for IVD Medical Devices”
3 ~ WGla: “Essential Principles of
Safety and Performance of IVD
Medical Devices”

4 ~ WGla: “Summary Technical
Documentation (STED) for
Demonstrating Conformity to the
Essential Principles of Safety and
Performance of In Vitro Diagnostic
Medical Devices”

5 ~ WGla: “Comparison between the
GHTF Summary Technical
Documentation (STED) formats for
Medical Devices and In Vitro
Diagnostic Medical Devices and the

Chair, AHWP

Director General, Medical
Devices Sector, SFDA,
Kingdom of Saudi Arabia

9




Common Submission Dossier Template
(CSDT) format”

6 ~ WG2:”Adverse Event Reporting
Guidance for the Medical Device
Manufacturer or its Authorized
Representative”

7 ~ WG3: “Quality management system
—Medical devices —Nonconformity
Grading System for Regulatory
Purposes and Information Exchange”

8 ~ Secretariat: "Amendment 1 to the
GUIDANCE for Member Economy
Hosting the Meetings of AHWP or its
Technical Committees”

9 ~ Secretariat: "Amendment 2 to the
Asian Harmonization Working Party
House Rules”

10. Secretariat: "Amendment 3 to the
Asian Harmonization Working Party
House Rules”

16:25-16:35 | Tea Break
16:35-16:45 | Confirmation of Host of the 19" AHWP | Dr. Saleh S. Al-Tayyar
Meeting Chair, AHWP
Director General, Medical
Devices Sector
SFDA, Kingdom of Saudi
Arabia
16:45-16:55 Closing Remarks Mr. Zamane Abdul Rahman
Chief Executive
Medical Device Authority
Ministry of Health Malaysia
16:55-18:00 | 2" AGM of AHWP ASL Mr. Ali M. Al-Dalaan
(Open to Industry and Regulatory President, AHWP ASL
Representatives of AHWP Member Secretary General, AHWP
Economies) Executive Director, Medical
-Adoption of Agenda Device Sector
-Admission of New ASL Members SFDA, Kingdom of Saudi
-Resolution: Arabia
Application for tax-exempt charitable
status for AHWP ASL under Section 88
of Inland Revenue Ordinance in Hong
Kong.
-Election of New Directors of the Board
18:00 End of the 18" AHWP Main Meeting

10
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A gRZF P27 2p) &A% d AHWP 33 3 Dr. Saleh Al Tayyar 2
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RAPS # {7 & Dr. Sherry Keramidas P 3#-3 3 > ¥ % > d Dr. Philippe Auclair f§ 37 £]37
KPP REFRAEY LF R FH ML DRP FREME DL FF R EE - L
FE ook R o 8 £ #‘rf%‘q"ﬁm@t?%}& Vo FERAT SR
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g®= P27 3p)&d s iz AHWP TC Advisor > Mr. Michael Gropp 2 Mr.
Scott Sardeson 1/ Fol Bt 2 frdf$i 2 A BE T E AR LIRS B
o %L E R e (GSl)il%%\. Mr. Géraldine Lissalde-Bonnet 2 % p i W% & Ms.
Kyungja Lee # #F %51% B H - 3w i sk %i(Unique Device Identification, UDI) 2z 3
oL R ?5 K B2 g 22 3 (International Medical Device Regulators Forum,
IMDRF)a & 1 %38 p 2. — » T #3178 % £ UDI 4p B B2 £ & (3% UDI Guidance @
2013 & 12 * 18 p # # >* IMDRF f = $ k) - ¥ ¢t » d Mr. Dave Klokowski ##.p?
FREMABHZ2G NI RBERLFRAYE > 27 &P o I HEA(LE
Mo Wd AR EFo BE  FR AR ERE MR RS )RS
FEo AR FER S

EHFZP(127 40)3 % 175 AHWP 3wt f ¢ g3k 0 4 0 a2 s

Rded 1 9tn o ghd B ka & B Mr. Mohd Amin Yaakob (Senior Principal
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Assistant Director, Medical Device Authority, Malaysia)* AHWP ‘e~ ¢ i3 Dr

Saleh frisese » ¥ > d 2 L7 NA KMo RE WA E X P2 p 245

%01 % 175 AHWP 3t | § § R4 hat A 2 8

No. | Title / Name \ Affiliation \ Remarks
--Present--
1 | Dr Saleh SFDA, KSA AHWP Chair
2 Ms Li-Ling LIU TFDA, Chinese Taipei AHWP Vice-chair & WG1a
Chair
3 Ms Lindsay TAO Johnson & Johnson, China AHWP Vice-chair
4 | Mrs Joanna Koh HSA, Singapore TC Chair
5 | MrAliM. SFDA, KSA TC Co-chair& WG3 Chair
AL-DALAAN
6 Ms Quan TRAN GH Healthcare, Singapore Advisor to Chair
7 | Ms Tan Ming Hao HSA, Singapore WG1 Chair
8 Mr Alfred Kwek GE Healthcare, Singapore WG1a Co-chair
9 Mr Jeffrey Chern ITRI, Chinese Taipei WG1a Co-chair
10 | Ms Jennifer Mak DOH, HKSAR WG2 Chair
11 | Mr Ee Bin LIEW Philips Healthcare, Singapore | WG3 Co-chair
12 | Mr Abdulah AL-Rasheed | SFDA, Saudi WG4 Chair
13 | Ms Eun Hee CHO Abbott Vascular, Republic of WG4 Co-chair
Korea
14 | Ms Yuwadee Thai-FDA, Thailand WGS5 Chair
PATANAWONG
15 | Ms SUMATI Randeo Abbott Laboratories WG5 Co-chair
16 | Dr Rama SHA, Singapore WG6 Chair
SETHURAMAN
17 | Mr Jack WONG Terumo BCT, HKSAR WG6 Co-chair
18 | Ms Victoria Qu J&J, China STG(N) Secretary
19 | Dr Philippe Auclair Abbott Laboratories TC Advisor
20 | Mr Michael Gropp independent TC Advisor
21 | Mr LeightonHansel independent TC Advisor
22 | Dr Eamonn Hoxey J&J TC Advisor
23 | Mr Greg Leblanc Cook Medical TC Advisor
24 | Mr Benny Ons BD Europe TC Advisor
25 | Mr Grant Ramaley Aseptico Inc TC Advisor
26 | Mr Scott Sardeson 3M Health Care TC Advisor
27 | Mr Bryan SO Hong Kong Productivity Exe-Deputy Secretary General
Council, HKSAR
28 | Ms Carol LIU Hong Kong Productivity Secretariat
Council, HKSAR
--Apology--
29 | Ms Chadaporn Zimmer TC Co-chair
TANAKASEMSUB
(Miang)
30 | Mr YANG Lian-Chun CFDA, China STG(N) Chair
31 | Ms Carol YAN Johnson & Johnson, China STG(N) Co-chair
32 | Ms Petra Kaars-Wiele Abbott TC Advisor
33 | Dr Peter Linders Philips Healthcare TC Advisor

13
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2 ¥R EMLFBMEE T A Dr. Hilmi Bin Haji Yahya (Deputy Minister of Health,
Malaysia)%2 Mr.Zamane Abdul Rahman (Chief Executive, Medical Device Authority,
Ministry of Health, Malaysia) gr 2532t » f A RF| R H e & 4 AHWP < ¢ » » 2
R g F P AHWP 2 5% 2 $£(AHWP Strategic Framework Towards 2020 -The
Foreseeable Harmonization Horizon) » f§ 35 p % d¥4e't 2 203 % > d B R d I~ R »
MR GEE A SR AR R L BERZRFERFHE R LE L RATR
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'\

FARAp E Y 2R EARA R 2 e dREd AHWP LGz 20 29 40
5 WGla #7752 Fjir= 2 > 4o
1. “AHWP Regulatory Framework for IVD Medical Devices”

2. “Essential Principles of Safety and Performance of IVD Medical Devices” ;

3. “Summary Technical Documentation (STED) for Demonstrating Conformity to the
Essential Principles of Safety and Performance of In Vitro Diagnostic Medical
Devices”

4. “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” °
TFDA AL EFHHE 5 ¢ 48> > 12 7 6 p LR > &3 LSHTM &~ £ &
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AHWP WG1a IVDD Update

The 17th AHWP TC Meeting
Kuala Lumpur, Malaysia
Dec 4, 2013

Members of AHWP WGl1a

t [ cnar | wsLivnguu | Chinese Taipel Divisicn of Medical Devices and Cosmetics, Food and Reg
Drug Administration, DOH

2 | GoGnar | wr ey Chinesa Taipel Centerfor Measurament Standads, e
CHERN Inchstrad Technology Ressarch nsstute

5 | Advisor | Nany Canada Health Canada, Device Licensing Civisicn Reg
SHADEED Medcal Devices Bureau

4| Advisor | Gr Fers Germany Abott GmbH & Co, Ind
KAARS WIELE Itematicnal Regulatary Affsrs & Division Labeling

& | Advisoe | Ms Shelley | Australia Stellar Corsiting ind
Targ

& | Advisoe | Mr BerryOns | Belgium BD Ewrope Ind

7| Member | MsMaris Prilippines Genterfor Device Regulation, Radiation Healin, and Reg
Ceilis REs2aMCn - Food v DI AATInSation - DEparrent
MATIENZD of Health

& | Member | Mr Snekhar | inda Ontho Cliréeal Diagnostes, @ Johmson & Jorrsen ind
cAny Compary

& | Member | Ms Fanvin | Crinese Taipel Division of Medical Devices and Gosmeics, Food and Reg
L Drug Administration, GOH

0 | Member | Mr. AlbetKa | HongKeng, Ghine | Hong Kong Gavernmert (refired) Reg
Fat POON

Members of AHWP WGl1a

2012-2014
Missions of AHWP WGl1a

1| Member | Dr Jane TSI Crinese Tapst Blomedical Technology and Device Resesrch nd . Toassist AHWP member economies and other developing countriesto
Indusiral Technology Research bsilte implementregulatory framework of |VD medical devices
T2 | Member | MrLinAuYeung | MomgKeng China | Medical Device Conicl OMics, Depanment of HEaih Reg Develaping AHWP guidances on IV medical devicss on a TPLG basis
18 | Member | OrPhanarieng | Camcodts Minisay of Health Reg Providing recommendations and useful guidelines on how to implement
14 Member | Mrs. SAR Kuy Camibodla Ministry of Health Reg . .
Heang regulatory framework of IVD medical devices
15 Member | Ms.Jeong JinJO Kaorea K.orea Food & Drug Administration Reg Fec\lilating harmonization and FEgLﬂﬁtﬁw convergence
16 | Member | Ms. Suhoung Traland Faod 3 Drug Admiristraion Feg - y i o o
Thitastthayakorn - Tofacilitate capacity building and training activities for AHWP member
| | M Hedeal ertee Bursau My of Healln fea economies and other developing countries on IVD medical devices
T8 | Member | Mr Sang) UnE Secton Dickinzon nd regulations
Prabhakaran
13 | Member | MrMing Che Chinese Taipe: Canterfor Drug Evaluation ind Capacity building and training through AHWP as a commeon platform
wiang
0 | Member | MrByanso Hong Keng Hang Kerg Froductvity Counci nd Regulations updates and gap analyses
21 | Mermber | Ms. Lisa varg Singapore PhamEng Technology Ple. Ltd ind « Experience sharing and case studies on IVD medical devices regulations
AHWP WGla Projects 2012 Achievements
Toasa doveloping T .
i omedes 3 GHTF Final Documents
Frapnt Wiout Chackgort | ActmiDamar . . .
o DN | Complien Pt i . E‘E:,;’ Recommendations on the use of recognized standards in
i BT | b s safety and performance evaluation of IVD medical devices
G Eronomes made
e I I e | e | e i i i i
Secuvinm D 2 international conferences on IVD medical devices
Saeca S
e | eent | wam | wwen g regulations held
Gty
May 17-18, 2012 "Conference for Convergence on VD Medical Devices
Eestpractices for mEm2 awsema awnze0t2 Regulations®
Pt
and krvectigation Completed Nov 6, 2012 "Conference for Regulatory Converg on New and El
Doveapmens at rirzma awnema sty Undergoing
et IVD Medical Devices"

2013 Milestones

. Development of Regulatory Guidances on IVD Medical
Devices

- Capacity Building and Training Activities for AHWP Member

Economies and Other Developing Countries

2013 Milestones

6IVD Regulatory Guidances 1 Training Workshop

| ) )
* AHWP WG1a Working Meeting
« AHWPAWG 1a/PDO01-004
have been drafted and to - The 1st ARFMD & Pre-Forum Workshop
be endorsod « The AHWP WG ta-PAHWP-LSHTM Joint
2 Conference

« 3 draft documents subject
3 dref documents sulyectto « AHWP WG 1a-PAHWP-LSHTM Joint

Conference

Development of Regulatory Guidances
on IVD Medical Devices
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Development of Regulatory Guidances
on IVD Medical Devices

.
CAroa

Regular Additi i AAIVD
Framework Doc.
AHWPMWG1a/PDO01 AHWPMWG1a/PDO0O(AAIVD
AHWP Regulatory Model for )
IVD (To be endorsed by Strategies for Implementing
AHWP) Regulatory Medel for AAIVD
{Future workitem)

AHWPMG1a/PD002 AHWPWG1a/PDO02(EPST
IVDEP (Tobe endorsedby | D)
AHWP) EP applicability and

Recognized Std. Checklists

(Future workitem)
AHWP/MWG1a/PD003 AHWPMWG1a/PD004 Pilet program for Common
IVD STED (Tobe endorsed | Comparison btn STEDand | Registration File (Future
by AHWP) C8DT(Tobe endorsedby | Workitem)

AHWP)

C The 4-step Procedure with 4-Type of Doc
AHWP Final Documents
N (including Guidance Documents)
D Resolutions presentedin the
FINAL 17th AHWP TC Meeting
M Documents accepted, approved and/or passed resolutions
/ B Available at AHWP web as AHWP official documents
/ PD001-004 Posted on AHWP website:
PROPOSED FINAL Wov 1526, 2013

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

Step 4
Step 3

Step 2 @ PROPOSED  #P001-004 CiculstodOct 14-Now 14, 2013

8 Documents discussed in AHWP and/or TC Meetings
@ Post on AHWP website + circulations 2 Call for Comments.
° First Draft of PDO01-004 Discussed in the AHWP WG 1a-PAHIWP
DRAFT  -LSHTM Joint Meeting, Sep 17-18, 2013
8 Initialed by: Chairs of Committees/ WGs / STGs / Secretariat

W Documents discussed within group members
AHWP, Jun 7,2012 A"’

Step |

AHWP O

Source: The4-Step| epari

Capacity Building and Training Activities for AHWP
Member Economies and Other Developing Countries

‘f_l_;_& Capacity Building and Training Activities for AHWP
Member Economies and Other Developing Countries

- AHWP WG1a Working Meeting, May 15-16, 2013

« The 1st African Regulatory Forum for Medical
Diagnostics & Pre-Forum Workshop, Jul 24-26, 2013

. The AHWP WG1a-PAHWP-LSHTM Joint
Conference on International IVD Medical Devices
Regulations, Sep 16, 2013

= The AHWP WG1a-PAHWP-LSHTM Joint Meeting on
POC IVD Medical Devices, Sep 17-18, 2013

The meeting was held in Taipei and was
attended by 2 AHWP WG1a advisorsand 7
members
Achievements:
Review ofthe Draft White Paper on Affordable
Accesstoln Vitro Diagnostics through Regulatory
Harmonization Approaches
Revision ofthe AHWPMWG 1afPD001D Strategies
ingRegulatory Framework and
Affordable Access to IVD Medica Devices
Revision ofthe AHWP/WG1a/PD002D Essential
Devices
Revision of the AHWP/WG 1afPD003D Summary
Technical Documentation (STED) for
Demonstrating Conformity to the Essential
Principles of Safety and Performance of In Vitro
Diagnostic Medical Devices

« The Forum was held in Nairobi,
Kenya and was attended by 90s
people from EAC, AU/NEPAD,
ASLM, WHO, LSHTM, etc.

. Tworepresentatives of AHWP

WG1awere sent

Experiences sharing from AHWP

WG1a's perspective

Training session on premarket

registration, QM S, PMS and

clinical evidence for the PAHWP
countries representatives

« Four priority areas determined:

Common Registration File
Clinical Evidence

Planning ofthe IVD Medical DevicesRegulations Qams
Training Programin September, 2013 PMS
Q2N The AHWP WG1a-PAHWP-LSHTM Joint Conference on )~ ) )
Mron Intemational IVD Medical Devices Regulations, Sep 16, 2013 Cdpa  The AHWP WG1a-PAHWP-LSHTM Joint Meeting

The Conference was held in Taipei and
attended by 24 experts from AHWP,
PAHWP, LSHTM, etc. and 200 people
fromlocal reguatory agencies and
industry

Main Topics:

« Update on IVD Medical Devices
Regulations: USA EU, Japan, Taiwan,
Malaysia,Indonesia, Philippines, Thailand

- Common Registration File for IVD Medical
Devices:EP & STED

- Clinical Evidence for Infectious Diseases
Diagnostics: Clinical Evaluation and State-
ofthe-art Technology

. Quality Management System (QMS):
18013485,QC/QA & Process Validation

- PostMarket Surveillance: NCAR & SADS

on POC IVD Medical Devices, Sep 17-18,2013

The Conference was heldin Taipei and
attended by 20 experts from AHWP,
PAHWP, LSHTM, etc.
Achievements:
Definition of ‘Medical Device" and IVD
Maedical Device'revisited
Discussion on the AHWP Regulatory Model
for IVD Medical Devices and Comparison
between STED and CSDT
Potential Inter-Regional Collaboration
Initiatives
‘Common Registration File and IVD STED
Evaluation of VD tests
Clinical performance dataon POC IVD
Medical Devices
Discussion on the EP and Labeling
Requirements for VD Medical Devices
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\;)Lnterregional Collaboration Items Agreedin the AHWP
WG1a-PAHWP-LSHTM Joint Meeting

onnaire onthe definiionsof | Oct10,2013 AHWP WG1a, - Sentta AHWP and

‘medical device’ and VD medical PAHWP PAHWP member

device™ aconories

Circulation of AHWPWG 1aPDO01- | Oct31,2013 AHWPWG1a - Have gana through

PDO04 In AHWP TC TG and public
consultation
- Tobe endorsed by
AHWP

Position paperanthe priority working | Oct31,2013 LSHTM Undergoing, will be

items for AAIVD program discussed in the
AHWP Annual
Mesting

Position paperantheneedfor VD | Oct31,2013 AHWP WG1a Undergoing, will be

medical devices common registration i i

file format AHWP Annudl
Meeting

"gj\nterregional Collaboration ltems Agreedin the AHWP
WG1a-PAHWP-LSHTM Joint Meeting

5 Agglyingfor particieating members o Qe 31, 2013 1SOTC 212 - ISOMTC agreedto send
coservers of ISOTC 212 an invitaion leter to
6 A News Work Rem Propossito ISOTC 212 | Qe 2013 AHWPWGIa, L5HTM | AF
Benny Ons wil present
7 Callecting comements on 150 228702008 | Det 31, 2013 AHWFWGI, LsHTM | Atthe AHWPannuzl
ingonGCR.
initisiveinISOTC212
Will corirmuith
LSHT M andeting
& Clrculation afthe aforementionsd Hay 30, 2013 AHWFWE13, PAHWE | . Sert to AHWF and
questionnaire ondefiniicns in AHWP and FAHWE memier
FAHWF member ecenomies econemies
B Clrcul stice ol AHWPIWG1 AFLO01-FDO0S | Moy 20,2013 AHNP WG “Have gone teough TC
InAHWE memmber econamies ‘and public consultation
Tobe endorsed by
AHWP
10 | AWHPWE!a will isquest mandate onthe | Dec 10, 2013 AHWFWGIS Tobe conducted
use of proper definiions, EF, ORF, etc. In
the Coming AHWP ANNUSITC Mesting
11| Clanfeations s adational guidelines an | Junan, 2014 LSHTM, AHWE WG1a, | Tobs conaucted

AAIVD medical devices

Thank you for your attention!

20




@

ASIAN HARMONIZATION
WORKING PARTY

Asian Harmonization Working Party
Strategic Framework Towards 2020 - "The Foreseeable
Harmonization Horizon"

@

AHWP Strategic Framework

Background and Objective
« Strategic Objectives:
— Continue the momentum built in the past

— Provide a clear development plan and work targets towards the further
enhancement of the capability of AHWP member economies in regulating
medical devices, as well as the further strengthening of medical device
regulatory harmonization and collaboration activities across the regions

— Serves as a guiding principles for various AHWP activities

A

WORKING PARTY

AHWP Strategic Framework

Background and Objective (Cont.)

* Background:

—  Agreed and decision made by leaders at 16" Annual conference in Bali,
Indonesia

—  Draftdeveloped and discussed at February AHWP leaders’ meeting

= Revision based on comments received and circulation for leaders’ comments
between March to June

—  Draftendorsement by AHWP leaders at AHWP TC meeting in June, 2012

= Furtherrevision between June to Oct, 2012

- Finaldraft posted at AHWP website in Oct 2012 for soliciting AHWP members
comments

- Presented in 17" AHWP meeting in Chinese Taipei

—  Callfor comment by all AHWP members by Feb 4, 2013

—  Commentsreviewed and incorporated at Secretariat Meeting at KL, May 2013

P AHWP Strategic Framework

WORKING PARTY

Framework Elements

+ Element One: AHWP Membership Expansion

- Welcome any non-AHWP economic members who shows interest in
participating

Invite current AHWP economic member who has experience and knowledge on
medical device regulation to take leadership role at various levels (AHWP,
AHWP TC, working groups) at AHWP

Secretariat office offer consistent support to member economies

2]
A’P AHWP Strategic Framework P AHWP Strategic Framework
" NORNG PARTY WORKNG PARTY
* El 1t Three: Har ion in Key Areas based on GHTF
+ Element Two: Training and Capacity building Principles and AHWP guidance
Harmonization in important areas based on availability of GHTF global
— Focuson enhance knowledge on medical device, promote understanding of regulatory model and AHWP guidance:
essential elements of medical device regulation, and promote international best * Harmonized definition of the term "medical device" (important in determining what
practice and who are subject to regulation);
* Registration of manufacturers, distributors, and importers and listing of medical
AHWP off 1o trai " W buildingof b devices marketed;
QI JIDPOIL 0 o 08 A CapaciLy DU CINg Ot mEmbers economies, n «+ Adopt same risk-based classification of medical devices;
terms of financial and manpower
« Single adverse event reporting and post-marketing surveillance system;
o ) o « single medical device nomenclature system;
- Idcnnvfy priorities, partners of NGO, regional/international harmonization * Single quality management system requirements, and broader acceptance of quality
organizations (e.g. WHO, APEC, RAPS, MTLI, ARPA, and etc.) management system audit report by authorized competent authorities ;
« Acceptance of clinical evidence gathered, and evaluations conducted by, other
— Develop curriculum and review periodically AHWP/GHTF members ;
* Acceptance of the same dossier (technical file) template for registration submission
s o 5 (e-g. the CSDT/STED format);
= Promote utilization of advanced technology on training « Recognition of ‘recognized regulatory agencies’ registration decisions to expedite
(=} evaluation process, etc.
Al AHWP Strategic Framework P AHWP Strategic Framework
woRNG AT WORKNG PARTY
+ Element Four: Enhance AHWP’s Global Partnership Indicator of Success
+ Increased inclusiveness of AHWP membership
— Proactively approach international/regional organizations (e.g. IMDRF,
APEC, ASEAN, WHO) * Enhanced awareness on the robust and effective medical device regulationin
improvingaccess, qualityand use of medical device
— Identify important topics and establish mechanism for effective
interaction and networking + Adoptionor adaption of the GHTF global regulatory model, AHWP and other
+ Process of receiving from and providing feedbacks harmonized international guidance and standards
« Membership and representation
+ Joint strategic and readmap development + Enhanced collaboration among AHWP members, to improve and promote greater
efficiency on regulation and use of resource: nomenclature, single post-market
surveillance; multi-acceptance of QMS auditing report
+ Enhanced global partnership, AHWP's participation at regional/global forums, and
jointactivities.
7]
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A'P AHWP Strategic Framework

WORKING PARTY

* Proposed Next Step:

— Endorse AHWP Strategic Framework at AHWP annual
conferenceon Dec 4

— Develop record card based on strategic framewaork for
AHWP member economy to report on annual basis, 2014

— Develop related short term and long term action plan by
each working group leading to the achievement of AHWP
strategic framework, 2014

ASIAN HARMONIZATION
WORKING PARTY

THANK YOU
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L

o Li-Ling MS.RPh
Director, Division of Medical Devices and Cosmetics
Food and Drug Administration

Chinese Taipei. Taiwan

Dec. 5%, 2013

g—

1. Medical Device Regulatory Framework
2. International Cooperation

3. Future Initiatives

" Taiwan Profile

o
o

Area: 36.188 Km?

Population : 23.22 Millions
Aging: 10.9% (2011)

99% Citizen Covered by NHI

17 Medical Centers. 917 Hospitals
NHE GDP: 6.6%

Medical Device Sale Revenue:
US$ 4 billion (2012)

Ry
oo

3
oo

2

R

3
B

°
B

e

R

Food and Drug Administration, Taiwan
(TFDA)

I
Centers for Conier Tor Cansumer
Regional Protection
oo | i [ |
‘Northern Region Lisison
Office of Accounting

=~
Cooperatin nstiate

Taiwan Drug Reliel
Foundation

ization Diagram of
Medical Device and Cosmetics

T ) = | [ I |

Sectionfor | [ Sectionfor || SeUoT Csectionor | section for
Medical Medical Dot Medical | Medical
evice | Section for
¢ PSSl | Device Cosmetics
and Quality & o Clingent || Registration || Registration
Control | | Management | "0 00 o . am J \

Quality
System
Management
GMP/QSD

* Beginnng of
registration : 1973

* Number of
approvedlicense :
32,774

(around 80% imported)

Pre-market
registration

Post-market
surveillance

Medical
Device
Distribution
management

Concept

GLP : GoodlL Practice

GTP : Good Tissue Practice

IDE : investigational device exemption
GCP : Good Clinical Practice

GMP i

GSP : Good Submission Practice
GRevP : Good Review Practice
GVP : Good Vigilance Practice

*Pharmacentical
Affairs Act
*Medical Cave Act

e A Ct

*  Registration of MD
*  Good Clinical Practice (GCP)
*  Good Laboratory Practice (GLP)
+  Good Manufacturing Practice Regulations (GMP)
*  Governing the Monitoring of Safety of MD
+ Governing the Reporting of Serous Adverse Event of MD
*  Directions on Implementation of Recall Action of MD

=) Regulations

- IVD Medical Device registration must-know
- Recognized International standards

=> Guidance
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mendmen

M Article 13 - Definition of Medical Devices
M The term "medical device", as used in this Act, shall

refer to any instruments, machines, apparatus,
materials, software, reagent for in vitro use, and
other similar or related articles, which is used in
diagnosing, curing, alleviating, or directly preventing
human diseases, regulating fertility, or which may
affect the body structure or functions of human beings,
and do not achieve its primary intended function by
pharmacological, immunological or metabolic means
in or on the human body.

Amended Date: May 8, 2013

Low risk

GMP/QSD

affidavit Technical

GMP/QSD

On-site Document

registration  Preclinical testing
and QC documents

can be waivedif
withboth EUand
US marketing

approval

[ QSD: Quality system document l

GMP/QSD

Technical
Document

Clinicalreports
are required for
most of the

cases

Documents
required for
Registration

Product in

anufacturing Facility Product
GMP/QSD Application License Application
DAO: designated auditing [ [ .
orgamzation TFDA
Class 1/213

T Medical Device
[—] Review Center =

Li Granting |

Proclamation | Average review | Approval
Submission review time time rate
(days) (days)
New medical devices 220 200 67 %
Substantial Equivalence
medical devices (Class 2 140 107 79 %
and 3)
Regular medical devices On-site _ _
Class 1) registration

Industry Device Companies & International Medical Device
Consumer and Medical Personnel Regulators Forum (IMDRF)

« Adverse event reaction (ADR) National Competent Authority
« Product defect Reporting (NCAR) system

Actively monitor
International post-market
safety information

Local Health Authority
+Investigation, seize. and
sampling of non-compliant

product National ADR
Rq:onilngmter =
Follow-up Analysis™ 4
Actions " e
. Tma
Medical

DeviceRecall . -

viglance

* Provide updated safety information to the public:

» On-line report an adverse event

http:/medwatch.fda.gov.tw

5 4 1 Y
ADRIS %

ADR i & .

L

" mAR

e

A BT AT R B (1000115)

ey

U T UMM 2 W03
e

o S SRR R R S WA (10IAS)

2z

A 10 SR 0 AL (R0 ¥ £WIRI02015)
s

LA TE 20570101 12 1 7E EAE G w00 SELRM

GMP (domestic)
565 (15.3%)

QSD (imported)
3,116 (84.7%)

2013.08.data
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Techai

1C

Confidentiality P
MOU with g - .;-'Uo‘g‘::-;gfl’)wlth
MHRA(UK) ¢
° EOL for Exchange @ Cross-straight
EOL for Exchange of Information Cogperation with
of Information with Liechtenstein China
(USA)
Participation in International Organization .
APEC: Member of RHSC MOU for TGA
AHWEP: Vice-Chair of AHWP, Chair of IVD subgrou Cooperation
IMDRF, RAPS (Australia)

# To strengthen the performance, predictability and transparency
of regulatory agencies through the implementation or
enhancement of Good Review Practices (GRevP) stepwise in
cach interested APEC economy by 2020

# To enhance mutual trust for regulatory convergence among
cconomies

W Specific Activi
» Step 1 (2011-

* Gap Analysis Survey for Setting the Foundation
for Stepwise GRevP Implementation

» Step2(2011-2014) : Planned Solution to Address Gap

» Step 3 (2012-2015) * Assessing the Impact of GRevP Traning and

Exchange of Regulatory Information

# Step4(2015-2020) : Reaching the Goal for Achieving Common

Regulatory Elements

0

Concepf Note

® Goal
» To promote regulatory convergence among member economies for
combination products regulated as medical devices throughout the
product hfe cycle
B Act s Completed
» Concept Note: endorsed Aug. 2012
» Workshop: “2012 APEC-AHC-AHWP Jomnt Workshop on Medical
Device Combination Products™ held in Taiper Nov. 2012
» Gap Analysis Survey among APEC member economues
Completed July 2013
B Future Activities

» round-table discussion among interested APEC economies

= 3 GHTF Final Documents

= Recommendations on the use of recognized standards
in safety and performance evaluation of IVD medical

devices made

= 2 international conferences on IVD medical devices

regulations held

= May 17-18, 2012 "Conference for Convergence on IVD Medical Devices

Regulations"

» Nov 6, 2012 "Conference for Regulatory Convergence on New and

Emerging IVD Medical Devices"

Development of Regulatory Guidances on IVD ‘Medical

Dev

" onIVD Medi

Devic

Regular Regulatory Additional Guidance AAIVD
Devices Framework Doc.
2 giets 5 Y AHWPMG1a/PDO01 AHWPMWG1a/PDO01(AAI
+ Capacity Building and Training Activities for AHWP Member AHWP Regulatory Model VD)
Economies and Other Developing Countries for IVD Strategies for
(Tobe endorsedin AHWP Eﬁp;er;en::?\f!;%;\axry
A annual meeting) lodel for uture
2013 Milestones workitem)
61VD Regul AHWPMWG1a/PD002 AHWPMWG1a/PDOOXEPS
t O roauiety J t 1 Training Workshop J VDEP D)
(Tobe endorsedin AHWP | EP applicability and
annua meeting) Recognized Std.
« AHWP/WG1a/PD001-004 + AHWP WG1a Working Meeting %;;klls's (Future work
have been drafted and to + The 1st ARFMD & Pre-Forum Workshop)
be endorsed + The AHWP WG1a-PAHWP-LSHTM Joint AHWPMG1a/PDO03 AHWP/WG1a/PDO04 Pilot program for Common
Conference IVD STED Gomparison btn STED Registration File (Future
« 3 draft documents subject to P p
future work ) + AHWP WG1a-PAHWP-LSHTM Joint (Tobe endorsedin AHWP | and CSDT workitem)
Conference annual meeting) (Tobe endorsedin AHWP
annua meeting)

“Inte

Th

: onal IVD Medical De

+  The Conference was held in Taipei and
attended by 24 experts from AHWP,
PAHWP, LSHTM, etc. and 200 people from
local regulatory agencies and industry

*  Main Topics:

= Update on IVD Medical Devices
Regulations:USA, EU, Japan, Taiwan,
Malaysia, Indonesia, Philippines, Thailand

Common Registration File for VD Medical
Devices: EP & STED

Clinical Evidence for Infectious Diseases

Diagnostics: Clinical Evaluation and State-

of-the-art Technology

~ Quality Management System (QMS):
15013485, OC/0A & Process Validation

~ Post Market Survelllance: NCAR& SADS

® Enhance quality and effeciency of review
Good Review Practice (GRevP)
Good Submission Practice (GSP)

©® Enhance Post-Marketing Control
Unique Device Identitication (UDI)

Good Distribution Practice (GDP)
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1

Consultation
Tel 886-2-8170-6008

Annual
Report
. Tats Adoption of Waive fodi
Online Ct ot electronic preapproval %ﬁﬁl
listing for of minor ibhse
 Raeed (G e lowoisk changes and Gt
medical renew e,
consultation devices license SEEVICe
T
consultation
Pre-PMA for domestic new c‘;:::lstz:le::s
medical devices Service |
N S/ . B
Deregulation of
“Manufacturers” %

to include Repairer

Review

Waive
Definition of advertisement
Manufacturers to preapproval for
include Repairer low-nisk medical

devices

Advertisement

Establishing

/information platform’
. of medical device

Enhancing
quality control of
Cinioal trisle. . Strategies . clinical trials
Training Improving
clinical trial  efficiency of
professionals linical trial review:

7

//\ —
Harmonizing N

< international regulations )

and guidelines

Quality System
Management Pre-market
Registration

Intemational
Cooperation

CONSUMER
PROTECTION

Distribution
Management

Post-market
Consultations

Survelllance

& Training

Increase administrative efficiency
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