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Day-1 : AHWP Playbook Workshop

08:30-09:00

Registration

09:00 - 09:10

Welcome Address by TC Chair

Mr Ali M. Al-Dalaan
Executive Director,
Medical Devices
Sector, Saudi FDA,
Kingdom of Saudi
Arabia

09:10 - 09:20

Opening Address of Capacity Building Project & Proposed Training
Programs

Ms Tran Quan

Vice President,
Regulatory Affairs and
Quality Assurance,
APAC and Greater
China, GE Healthcare
Pte Ltd, Singapore

09:20 - 09:50

Key Note Address

TBC

09:50 - 10:20

Academia's view point on Healthcare Regulations and its Impact on
Business

Prof Jasmy Yanus
Dean, Faculty of
Biosciences and
Medical Engineering,
[University of
Technology of
Malaysia, Malaysia

10:20 - 10:50

In an Emerging Economy, how can the “CAB’ play a balanced role
and support prudent regulations for medical devices

Ms Catherine Derrien
Director Quality
Systems, APAC,
Middle East & Africa,
Boston Scientific,
Singapore




10:50 - 11:10

TEA BREAK

11:10 -11:50

Introduction & Objective of the Playbook Scope an Proposed Training
Program

Ms Joanna Koh
Consultant, Singapore

11:50 -12:40

Development of Legislative Controls

Mr Sanjay Kumar
Senior Reg Specialist /
Ag DD ofMDB, HSA,
Singapore

12:40 -13:40

LUNCH

13:40 -14:45

Implementation Steps - Phased in Approach Consider Possible
Scenarios

* Back log syndrome

* Controls by other agencies eg customs

* Loss of availability of current products

Ms Tan Ming Hao
Manager, Regulatory
Associates LLP,
Singapore

14:45 -15:35

Manpower — What is needed to plan for manpower resources? What
funding is required?

Mr Alfred Kwek
Regional Director|
Government
Affairs/HME Samsung
Electronics Singapore,
Singapore

15:35 - 16:00

TEA BREAK

16:00 - 17:10

Panel - Hidden Challenges in Capacity Building Projects

Ms Tran Quan
(moderator)

Vice President,
Regulatory Affairs and
Quality Assurance,
APAC and Greater
China, GE Healthcare
Pte Ltd, Singapore
Ibu Ade Indrajit,
Director, Medical
Device, MOH,
Indonesia

Prof. JASMY, Dean,
Faculty of Biosciences
and Medical
Engineering,
[University of
Technology of
Malaysia

LYE YANLEV,
Business Development
Manager, Cambridge
Consultants, Singapore

Day-2: AHWP Playbook and Other Workshops

Ms. Joanna Kob

09:00-09:10 | Opening & Recap Consultant,
Singapore
Ms. Chadporn
09:10 - 09:50 Post Market Considerations to Put in Place - WHY the POSTTANAKASEMSUB
’ ’ before the PRE , Area Head of
Regulatory Affairs,




Asia & Russia,
Atcon Laboratories,
Inc., Thailand

09:50 - 10:30

Premarket - the WHY of Essential Principles & Prudent
Review Policies

Mr Vincent Lam
Certification
Manager, TU'V
SUD Malaysia

10:30—-11:00

TEA BREAK

11:00-12:00

Panel - Legislation & A Business Case - A Symbiotic
Relationship -What role can industry play in development of|
legislation > What and how should the roles be balanced

Ms Petra Kaars-
'Wiele (Moderator)
Senior Director
International
Regulatory, Quality
& Labeling, Abbott
GmbH & Co KG
Germany

Ms Tan Hwee Ee,
Director & Principal
Consultant, DH
RcgSys Pte Lid
Singapore

Mr Scott Sardeson,
RAC-EU/US
International
Regulator)'Affaire
and Quality
Compliance Leader,
3M Health Care
Business, USA |
Mr Zamane Abd
Rahman, Chief
Executive, Medical
Device Authority,
MOH Malaysia

Mr Alfred Kwek,
Regional Director,
Goverment
Affairs/HME, 1
Samsung
Electronics,
Singapore

12:00-13:00

LUNCH

13:00-13:20

Setting up a globally harmonized UDI system and its benefits

Ms Geraldlne
Lissalde Bonnet
Manager Public
Policy, GSIAISBL
Belgium

13:20- 14:20

Post Market - Safety Surveillance for Medical Devices

Mr Eric Woo
Regional Director.
ECRJ Institute (Asia
Pacific)




14:20-15:20

Panel Preview and Assessment of Post Market Cases

Mr Scott Sardeson
(Moderator)
RAC-EU/US,
International
Regulatory Affairs
and Quality
Compliance Leader,
3M Health Care
Business, USA

Mr Arthur
Brandwood (Co-
Moderator)

CEO, Brandwood
Biomedical
Australia

Ms SasikaU Devi
Taangavclu,
Director of Policy,
Code and Standard
Division, MDA
Malaysia

Mr Saujjv Kuraar.
Senior Reg
Specialist/Ag DD
ofMDB, HSA

Mr Eric Woo,
Regional Director,
ECRI Institute (Asia
Pacific)

Ms Msvisnne Vap;
Area Regulatory
Affairs Manager,
Surgical & Vision
Care, Asia &
Russia, Alcon,
Singapore

Mr Hans-Heiner
Junker

Manager
Certification CRT2,
Product Service
GmbH, Division,
TOV SUD,
Germany

15:20-15:55

Clinical Studies for CE Marking
of IVD Medical Devices

Tcro Laolajainen

Head of Clinical Operations,

Roche, Diagnostics,
Germany

'WG6 Training on
Quality System
Audit

Mr Albert Li
Manager > Manager,




15:55-16:30

Panel - Clinical Evaluation for
General MI) / Good Clinical
Practice

Ms Sumati Randeo
(Moderator)

Director Global Strategy,
Regulatory Affairs &
Advocacy, Abbott Quality
and Regulatory, Abbott
Laboratories, India

Mr Tcro Laulajainen
Head of Clinical Operations,
Roche Diagnostics, Germany
Ms.Yuwadee
PATANAWONG

Director of Medical Device
Control, Thailand FDA

Mr. Greg Lclanc

Manager, Regulatory Affairs
and Quality Systems, Cook
(Canada) Inc.

Mr. Aseem Sahu

Deputy Drugs Controller
Drugs Standard Control
Organization, DGHS, MOH
&FW, FDA

Ms. Mie Obama

Clinical Quality Manager
APAC Mcdtroiiic Corporate
Clinical Quality &
Compliance Sydney,
Australia

16:30-18:00

ASEAN MDD - Panel
Discussion -US Aid Program

Mr Matthew. Hein
International Trade
Specialist, US Department of
Commerce, USA

Mr Michael Flood
Consultant,

Locus Consulting, AU

Principal
Administration ,
Center of
Measurement
Standards, Office of
Medical Device
Evaluation, ITRI,
Chinese Taipei

Mr. Vincent Lam
Certification
Manager, TOV SUD
Malaysia

Day-3: AHWP Workshop (Continue)

09:10- 10:00

IMDRF Work Item for Single Audit Program - MDSAP

Mr. Kondou-
Hideyuki, IMDRF
Representative &
Deputy Director,
Medical Device and
Regenerative
Medicine Product
Evalualion
Division, MHLW,

Japan




10:00- 11:30

Regulatory Updates from Other Non-member Economy:
-EU

-Japan

-US

-Republic of Kazakhstan

Mr Hans-Heiner
Junker

Manager
Certification CRT2,
Product Service
GmbH, Division,
TUV SUD,
Germany

Mr Kondou-
Ilideyuki

IMDRF
Representative &
Deputy Director,
Medical Device and
Regenerative
Medicine Product
Evaluation
Division, MHLW,
Japan

Mr. Scott
Sardeson
International
Regulatory Atfeirs
and Quality
Compliance Leader,
3M Health Care
Business, USA
Gulmira
Mukhamedzhanov
Deputy Director,
National Center of
Expertize of Drugs
and Medical
Devices, Ministry
of Health and
Social,
Development.
Republic of
Kazakhstan

11:30-12:00

Patient Registries

Mr Michael C.
Morton,

Global Medical
Technology
Alliance (GMTA)
Represeniative,
Vice President,
Corporate
Regulatory Affairs,

Medtronic, USA

12:00-13:00

LUNCH
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13:00-14:00

A Moment to Pause, A Moment to Regain Our Sanity

Dr Wolff Von Auer
Managing Director,
Counsellor,
Counselling &
Hypnotherapy Hub,
Singapore

14:00-18:00

Capacity Building Project (Closed Meeting)

Ms Tran Quan
(Moderator)

Vice President,
Regulatory Affairs
and Quality
Assurance, APAC
and Greater China,
GE Healthcare

14:00-17:00

'WG7 Training on Quality Management System

Ms. Aldshwaty
M.Olayfaal
Principal Assistant
Director, Medical
Device Authority,
Ministry of Health,
Malaysia

Mr Ee Bio Licw
Owner and
consultant, Access-
2-Hcalthcare,
Singapore

14:00-18:00

AHWP-DIITA Joint Session on Software as a Medical Device (SaMD)

14:00-14:05

‘Welcome and Introduction

DrSethuraman
Rama Deputy
Director, MDB,
HSA

14:05-14:30

Basic elements on Software as a Medical Device (SaMD) and
qualification Relation between health software and Medical
software

Mr Frans Jacobs
DITTA Member &
Sr. Manager Global
Regulations &
Standards Philips

14:30-15:00

IMDRF SaMD WG Activities

Mr Kondou-
Hideyuki, IMDRF
Representative &
Deputy director,
Medical Device and
Regenerative
Medicine Product
Evaluation
Division, Ministry
of Health, Labour
and Welfare
(MHLW) Japan

15:00-15:30

International overview on risk classification of SaMD
Introduction of IEC 62304 and IEC 82304-1

Mr Frans Jacobs
DITTA Member &

Sr. Manager Global

11




Regulations &
Standards Philips

15:30-15:50 TEA BREAK

An overview of software development models - Basics
15:50-16:20 |How to manage changes for SaMD in the development
lifecycle?

Mr Tony Yip
AHWP WG3 Co-
chair & Manager,
Quality Assurance/
Regulatory Affairs,
Far East Region,
Elckta Limited,
Hong Kong SAR

Software Risk Management - Effective measures for safety

16:20-16:50 Software Verification and Validation

TBC

Regulatory overview of SaMD including related post-market

16:50-17:20
aspects

Mr. Seil Park
Assistant Director,
Division of High-
Tech Medical
Devices, MFDS,
Republic of Korea

17:20-17:55 |Speakers panel discussion including Q&A

Moderated by Mr
Tony Yip
Manager, Quality
Assurance/
Regulatory Affiars,
Far East Region.
Elekta Limited,
Hong Kong SAR
Mr Frans Jacobs
DITTA Member &
Sr. Manager Global
Regulations &
Standards Philips
Mr Sell Park,
Assistant Director,
Division of High-
Tech Medical
Devices, MFDS,
Republic of Korea

17:55-18:00 |Closing words

Dr. Stfauraman
Rama, Deputy
Director, MDB,

HAS

Day-4: 19th AHWP Technical Committee (TC) Meeting

08:00-09-45 AHWP TC & WG Leaders Meeting with TC Advisors TC & WG Leaders|
' "7 |(Closed Meeting) & TC Advisors
Ms.Yuwadee
Patanawong

10:00 - 10:10{Welcome Speech

Director of
Medical Device
Control, Thailand
FDA

12




10:10-11:10

Opening of Meeting
Adoption of Agenda
Roll Call

Highlight of TC

Mr.Ali AI Dalaan
Chair, AHWP TC,
Executive
Director, Medical
Devices Sector,
Saudi FDA

11:10-12:00

'Work Group Updates:
WGT1 - Pre-market: General MD
'WG2 - Pre-market: [IVDD

Mr Essam
Mohammed Al
Mohandis
Executive
Director,
Surveillance and
Biometrics, Saudi
FDA

Ms Ming Hao
TAN

Manager,
Regulatory
Associates LLP,
Singapore

Mr Wen-wei
TSAI

Technical
Specialist
Division of
Medical Devices
and Cosmetics,
TFDA,
Department of
Health, Chinese
Taipei

Mr Albert POON
Consultant,
Freelance Hospital
and Medical
Device
Consultancy,
Hong Kong SAR

1200-1300

Lunch

13:00-16:30

'Work Group Updates (Continued):

'WG3 - Pre-market: Software as a Medical Device

‘WG4 - Post-Market
'WGS - Clinical Performance & Safety
WG6-QMS: Audit & Assessment

'WG7 - QMS: Operation & Implementation

'WGS - Standards
STG-(U&N) -UDI & Nomenclature

Dr SETHUR-
AMAN Rama
Deputy Director,
MDB, HSA.

Mr Tony YIP
Manager, Quality
Assurance/
Regulatory
Affairs, Far East
Region, Elekta
Limited, Hong
Kong SAR

Ms Jennifer
MAK

Senior Electronics

13




'Work Group Updates (Continued):

'WG3 - Pre-market: Software as a Medical Device
‘WG4 - Post-Market

'WGS - Clinical Performance & Safety
WG6-QMS: Audit & Assessment

'WG7 - QMS: Operation & Implementation

'WGS - Standards

STG-(U&N) -UDI & Nomenclature

Engineer, Medical
Device Control
Office Department
of Health, Hong
Kong SAR

Ms Kitty MAO
RA Director,
ASEAN & APAC
RA Operation, GE
Healthcare

Ms Yuwadee
PATANAWONG
Director of
Medical Device
Control, Thailand
FDA

Ms Sumati
Randeo

Director Global
Strategy,
Regulatory Affairs
& Advocacy,
Abbott Quality
and Regulatory,
Abbott
Laboratories, India
Mr Abdullah AL
RASHEED
Compliance &
Enforcrmmt Exec.
Director, Saudi
FDA

Ms Shirley SUM
Senior Director,
Johnsons &
Johnsons
Regulatory
Compliance (Asia
Pacific), Johnson
&Johnson

Ms Aidahwaty
M.OlIaybal
Principal Assistant
Director, Medical
Device Authority,
MOH Malaysia
Mr Ee Bin Liew
Owner and
Consultant,
Access-2-
Healthcarc,
Singapore

Ms Maria Cecilia

MATIENZO

14




Division Chief,
Medical Non-
radiation Device
Regulation
Division, Bureau
of Health Devices
& Technology.
Philippines

Mr Tony LOW
BS-P Medical
South East Asia,
TUV Rhincland,
Malaysia

Mr YANG Lian
Chun

Director of
Registration 11
Division, China
FDA

Ms Carol YAN
Senior Director,
Johnson &
Johnson, China

16:30- 16:50

Speech by TC Advisors Representative

Mr Scott
Sardeson
International
Regulatory Affairs
and Quality
Compliance
Leader, 3M Health
Care Business,
USA

16:50 17:20

Highlight of AHWP Playbook Topics

Ms Joanna KOH
Consultant,
Singapore

17:20 17:30

Closing Remarks

Dr Jcong-Rim
LEE Co-chair,
AHWP TC
Director,
Cardiovascular
Devices Division,
MFDS, Republic

of Korea

Day-5: 20th AHWP Annual Meeting

09:00 - 09:30

Opening Ceremony -Welcome Address

Opening Speech - Group Photo

Dr. Boonchai
Somboonsuk
Secretary General,
Thai-FDA

Dr. Jeong Hee-kyo
Chair, AHWP.
Director General,

Medical Device

15




Evaluation
Department,
MFDS, Republic
of Korea

09:30-13:00

Updates By:

AHWP
AHWPTC
IMDRF
APEC
'WHO
ASEAN
TEC
PAHWP

Ms. Tran Quan
vice-chair, AHWP
Vice President,
Regulatory Affairs
and Quality
Assurance, APAC
and Greater China,
GH Healthcare
Mr. Ali M. Al-
Dalaan, Chair,
AHWPTC
Executive
Director, Medical
Devices Sector.
Saudi FDA

Mr. Kondou-
Hideyukj

IMDRF
Representative,
Deputy Director,
Medical Device
and RegeneraUve
Medicine Product
Evaluation
Division, MHLW,
Japan
Dr.AriantiAnftya
APEC
Representative,
Director of
Medical Device
Production and
Distribution
Service, MOH,
Indonesia

Ms. Irena Prat
Group Lead,
Diagnostics
Assessment, WHO
Mr. Zamane
Abdul Rahman
ASEAN
Representaiive,
MDA, MOH
Malaysia

Mr. Dennis Chew
Regional Director,
A PRC, IEC,
Singapore

Ms. Agnes Kijo

16




PAHWP
Representative »
Tanzania FDA

Liaison Member Updates by:

GS1: Lessons learned from UDI implementation and UDI
development across the world

DITTA

Ms. Gerald]ae
Lissaldc-Bonnet
Manager Public
Policy, GS1
AISBL, Belgium

Mr. Susuma
Uchiyaraa
DITTA
representative,
Chairman,
International
Coinmitlee,
JIRA/TOSHIBA,
Japan

13:00-14:00

Lunch

14:00 - 16:30

Regulatory Updates from Member Economy:
Thailand

China

India

Korea

Pakistan

Tanzania

Ms Yuwadee
PATANAWONG
Director of
Medical Device
Control, Thailand
FDA

Mr Gso Guobiao
Deputy Director
General, Medical
Device
Registration
Department,
CFDA. People's
Republic of China
Mr Aseem Sihe
Deputy Director ,
Central Drugs
Standard Conlroi
Organization,
FDA Bhawan,

India

17




Regulatory Updates from Member Economy:
Thailand

China

India

Korea

Pakistan

Tanzania

MrSeil Park
Assistant Director,
Division of High-
Tech Medical
Devices, MFDS,
Republic of Korea
Dr Noor
Muhammad Shah
Director Medical
Device Division,
Drug Regulatory
Authority of
Pakistan
Ms.Agnes Sitfa
Kijo

Manager, Medical
Devices &
Diagnostics
Registration,
FDA,Tanzania.

16:30-17:10

Resolutions:
Application for Joining AHWP Member Economy
'WG1-Guidance for Preparation of a Common Submission Dossier
Template Dossier for General Medical Device
-White paper on Regulation of Combination Products - A
Review of International Practice
WG2 & WG1-Definition of the Terms Medical Device and In
Vitro Diagnostic (IVD) Medical Device
'WG3-Guidance Document on Medical Device Software
Qualification and Classification
'WG4- Adverse Event Reporting Guidance for Medical Device
Manufacturer or its Authorized Representative
'WGS5- Clinical Evaluation
'WGS5-Clinical Evidence for Medical Device - Key definitions and
Concepts
'WGS5-Clinical Evidence for IVD Medical Device Key Defini lions
and Concepts
'WGS5-Clinical Evidence for IVD Medical Device - Scientific
Validity Determination and Performance Evaluation
'WG6-Distributor Auditing Checklist
'WG6-Guidance on Regulatory Auditing of Quality Management
System of Medical Device Distributions: Auditing Strategies
'WG6-Regulatory Audit report Guidance Document
STG-Guidance for Medical Device Naming Rule

Dr. Hee-kyo
Jeong

Chair, AHWP
Director General,
Medical Device
Evaluation
Department,
MFDS, Republic
of Korea

Mr Bryan So
(Moderator)
Executive Deputy
Secretary General,
Principal
Consultant.

Hong Kong
Productivity
Council, Hong
Kong SAR

17:10- 17:40

Report by Secretariat

-Report by AHWP Secretariat from 2014 to 2015
-Report on Financial Statement for 2014/2015
-Proposal for Budget 2015/2016

Mr Bryan So
Executive Deputy
Secretary General,
Principal
Consuhanl, Hong
Kcng Productivity
Council, Hong

Kong SAR

18




17:40-17:50 |Announcement of 21th AHWP Annual Meeting Host Dr Hee-kyo Jeong

Chair, AHWP
Director General.
Medical Device
Evaluation
Department.
MFDS, Korea

17:50-18:00 |Closing Remarks Dr Hee-kyo Jeong

Director General.
Medical Device
Evaluation
Department,
MFDS, Korea

18:00-18:30 [The 4™ AHWP ASL Annual General Meeting (AGM) (Open to AHWP

Member Hconomy
Only)

(=) ~ 2015AHWP 2 ER N EHE |
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Healthcare IT & Radiation Therapy Trade Association, DITTA)& i B F#k
fiz Joint Session T EEIHREHLE 5 - WATHEAT T
1) EREE{CF{EE TUV SUD Mr. Hans-Heiner Junker (Manager Certification
CRT2, Product Service GmbH, Division, TUV SUD, Germany)$g £I|Ex 25 Ef
HEAREREESE - 5 T90/385/EEC FENMEANXBERaEMIET ~
" 93/42/EEC BFFast ety K " 98/79/EC BNl E IRt fE T L, 5
3TEIRITIE it T — B 23 A5 R (Regulation on medical devices,
MDR) | K " BB4N2EEEREZ3 M A4 (Regulation on in-vitro diagnostic
medical devices(IVD), IVDR)EUY, » FH{E—f B 5z IVD B4 2 B5 il
T RIRy 3 45 5 4 - BARYZEE RS (Notified Bodies) B A& R 2 4k
S HEFAUSIEEER - HHAZ# 2 CE 5E (EC-certificates)
TR B EE AR 2 12 B RS - HERERARE R E T B ERE |
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(EUDAMED) » HNAE#HEA & US FDA EE R - EHRZ 2N
FBRZ NET & B T T aaths » DURERE -

2) BAMFEALE4 Mr. Hideyuki Kondo (Deputy Director,
MHLW, Japan)7 M4E3THA H AR R 1 BB E T © &4E 2015 42 2 H{H1E
B S L BRI AR 4T S (PMDA) 2RI s e VN B R as M VAR B
AR SRR - 5 EHRTEA - QMS ~ EHRETE (Postmarket
Surveillance, PMS) K ik g 8 M ESE ; HAVE /5 (MHLW & PMDA)
%2015 5 6 H 23 HEATIEFNIA B e H—181%51E (Medical
Device Single Audit Program, MDSAP) » 4433 TGA ~ F75 ANVISA -
IEE A B4 B 5 560 FDA 2 1% » TEUR0EE 5 Ak S » B8P EA
SRR A ] (Sakigake Strategy) » FFERFE RIFHVEEY) (U1EFE
TERRE RIS B EESE) - Rl o PRAJECIH] - B AR AIGAY - Mgk b

63 EE%@% Press Release

Medical Device Single Audit Program Pilot [CIEEX&MLET

~ERBAOT. EREBOLREREHE~

20141 AN HKE, HFH, #

2: AARIERAA MDSAP & 5228

3) HZA Mr. Hideyuki Kondo (Deputy Director, MHLW, Japan)z§#5 5 fE 23 i1

B —FEf%E1EE (Medical Device Single Audit Program, MDSAP)E S ©
o 2012 4 11 HO3BMN ~ E5PY ~ IR K ERET 4 Bl R EE
FNEEEEEIFES - OB e tat S B
(MDSAP Pilot International Consortium) » FR ] 3 F:5{7T7HA(2014-
2016) - 7Y 2017 FEIEETT - H Al B FRAT L ATGEI 25 -

2015 FHOAFEFEHA -



o ZaTEMLE—fEZmE RS SO 13485:2003 ~ EEp4 GMP ~ HA
QMS =B (21 CFR Part 820)F 58 f5tasif i BB T AR EORBUE -
HATA A IIEAREAE (CMDCAS)SE I Z FERZ AL - JTRE¥IT
MDSAP f&#% TIE - IS ffasts s Al inek 5 BtE R 2 f8% -

* 5 IMDRF EH#Z &)t 2015 4 9 A 3L MDSAP SHES 5|

(IMDRF/MDSAP WG/N8 FINAL:2015-Regulatory Authority
Assessment Method Guidance) ~ MDSAP f€f% 3 & (IMDRF/MDSAP

WG/N24 — MDSAP Audit Report Guidance) 5% fi{5$55 [ -
4) AHWP E DITTA & ES S 90 & B aT 3w (AHWP-DITTA Joint
Session on SaMD) * FERAEL 2B HEGHGHY 048 ~ R ~ RSB ~ Azdy
R FEHE -

3 : 3T AHWP TC FJ& Mr. Ali Al Dalaan £78000%

4. 11 A 5 HZR% 19 J§ AHWP Technical Committee (TC) Meeting > FHFR(T:
AHWP TC /D E {4 Ali Al Dalaan (Executive Director, Medical
Devices Sector, SFDA) Bl #2554l Ze B @ A KB E % - t AHWP
TC #E T & TAE/ NEWG) 7t TAFHE S BRI E] - AT -

1) WGI (Pre-Market: General MD)# 5 i [i& B + % T{FIH H B fstas bt T [E 12
RS PRI/ (Common Submission Dossier Template, CSDT) 3 37 ¢4
o MRS fL L ES AL (White paper on summary of combination products

guidelines in AHWP and IMDRF jurisdiction)Z 2 {3 32 {4FEL 52 ERE » BF
23
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2)

3)

4)

5)

6)

FERHREHETEREY. - RAGKHTHEEES Jptas M 2 b BE4H (Grouping) Kz B
STG &1EE—iRH:E M 247 (Unique Device Identification, UDI)<5AH B 5
R

WG2 (Pre-market: IVDD)T{E/NaH F 55 Ry AN A S(ERE - e HEi B
B G2 e e 22 R B8 B P B S {4 (Definition of the Terms Medical
Device and In Vitro Diagnostic (IVD) Medical Device)iEfs » B H A&
TR » Sofe e WG2 i 2015 2 8 H{pfE G LA B 1 R TIF
/NHEHE (FTF Meeting) > 5177 3 iz AHWP i R 11 2280 B8 - R
RHRFAENTHRERG S N2 T B IRt e M A B AR S - aIRF &Mt (Conformity
assessment) ~ 474 (Classification) & & fiif -~(Labelling) 25 » i fE R HY
{3 AHWP 2 IEIFRHSED) (41 ISO/TC 212 FiliR B ) -

WG3 (Pre-market: Software as a Medical Device)s# 5 RIS EE E 2 T {FIEH
B2 FH#AS AH BE 222 S 4 (Guidance document on Medical Device Software —
Qualification and Classification) E.58 K EfE @ BN H K& #ETEEE -
AR HE RS G 2 i 77 4% (Risk Classification)£L4E

WG4 (Post-Market) > & it BH B as A BB IBEAAAE (Adverse
Event Reporting Guidance for the Medical Device Manufacturer or its
Authorized Representative) EFREL 58 » B H A& ETEEEE « RAKH
IR E B (AN TOK S e S N LREED) 2 A BB
WG5 (Clinical Performance & Safety)#; 52 ik B fE es i1/ Bay M2 B B s
1 2 BE R SEAS (Clinical evaluation) K2 & PR 284 (Clinical evidence) 5 AHRE 4
IR 13X R E R TEREY. » SRR AR AHWP 2281 1SO
14155 (EETHRBVEE) » RAGRFETT 2 BREE PRSI AR B K i R
ZAHRAIHTE -

WG6 (Quality Management System: Audit & Assessment)zii B 52k B 25
M EEH ISR 3 (1A e - SFERL N, (Auditing
Strategies) ~ fE€fZ#2 (Audit Report) iz 28 55 €% % B (Distributor



7)

8)

9

Auditing Checklist) > REFZ2 X H K EHEITERER © RAGK 2 Ed IMDRF
MDSAP FLAE ST (8 Al - S B et g M o B B A e RE A SRR A
WG7 (Quality Management System: Operation & Implementation)¥; £5 52 %
AHWP & B X0 AR Y AHWP WGT EE S (FERaiifon > &5 F
2015 4 10 H{pfE B AP aE & P SRR s o/l ) > I FHEThi 1SO 13485
eFE B fetas b AE LI (Importer) Kz €€ §5R (Distributor) 5 Fri#d - RAGK:
@R AHWP 281 1SO 13485 HllEMH R GBI s f2 L)l shafiz -

WGS8 (Standards)zit BHa% TAE/NHIRGY 2013 SE¥ AL - H ATZIE#ET
AHWP £ S B~ B et a A AR tHBA AR PR P T 72 (Identify & list
AHWP individual member economies Recognized Standards used for medical

device regulatory purposes) °

STG (Special Task Group on UDI & Nomenclature) ZiBH 52 % B FE 23 di 4
#HI (Guidance for Medical Device Naming Rule) » A H A& TERET
FH o [ T 2B B s d #(Nomenclature) e S ¥ e iy B — a5 :472(UDI)
CUfEfREL IMDRF &1 » 00 HP R 2R e i e i e B B P I e
(China International Medical Device Regulatory; CIMDR) » 3K BHF4E 5

e PR B R e M R RI B B — 3 S e e Il S BRI A LA -

4 @ BT AHWP FJ& Dr. Hee-Kyo Jeong FHH-2 55



411 B 6 H & B 20 it AHWP Annual Meeting » FHFR{T AHWP FJ&#EE] Dr.
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Hee-Kyo Jeong (Director General, Medical Device Evaluation Department, MFDS)
ARG S R E AR 1R - PR PR B i AR B e

(International Medical Device Regulation Forum, IMDRF) ~ B Egai g% 7 &r
(The Association of Southeast Asian Nations, ASEAN) 57,7 JENE& R s AR
F1€r (Pan Africa Harmonization Working Party, PAHWP)Z B[540 %% » DL
EIRRE - iR BRI - B AR R B E R SORAHE - NE
AR
(1) BIFEEEEResp A E B w8 (IMDRF)H H A Mr. Hideyuki Kondo (Deputy
Director, MHLW, Japan){t32#4
* IMDRF IS5 2011 4 10 B » BRI AR A B4R
EMEERS - EE R IR R s 7A€ (Global Harmonization
Task Force, GHTF) /& 17 ~ SR et AR R A TARELNE - DIawtE )y
NP E - EEIREPEE R AR - HAlg 2
SN ~ EBP ~ EK ~ HPEIRRE ~ BREE - B ~ (AT S S5 R
T 8 {5 - HEAEAEAAR (WHO) Je s R &E S dH AR AR A
TEEZ B G (APECRHSCYIHE JTEIZE & » siesRes A
I (AHWP) k27~ g &k (PAHO)AISZ 3 S BIPRAH AR = 2 -
* IMDRF f£ 2016 £F- % 2020 Ffi] Z HHALFS - (Ros{b EHREE
WEHE F TR B S B SRR B RARER S 1R - SR EREE
SR A A2 24 (National Competent Authority Report, NCAR) 7E&T
£ 2016 F= 4 H{ralf TP B Rig (EVE i
o HRIBESEM LS (Regulated Product Submission, RPS) » #:[F]
EHFTE (Common Data Elements) X E 52/ MNUE AL » 4
IERHEEER AL ERS © 5Bt N R S 4mtih R A (AE
Terminology and Coding) S » ZITEHEFTRIHEE » AR K B
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)

3)

4)

ISO/TC 210 B A BT B B g 2 &1F -
REFLiEIR 7 & (ASEAN, REfEA 1) HEIE Mr. Aseem Sahu (Director
General of Health Services, Ministry of Health & Family Welfare, India){{;
TG L Y 1967 4F 8 HINTESOEL  BltaE BEUREIE - B

JERRE ~ OB R ZRE] - HABMAOCK ~ i ~ SEFI40E
SIHZE - AHACRT 10 BIRHEE S - 3EETE X 2015 4F 8 H{ sl 10 [
B EE RS f1754 (ASEAN Medical Device Directive » AMDD) %% »
ZI g R R LAEH HREER ORI E RSN Z g M S g a8
AMDD 7 11 AFFIRET
ST IEINEE RS AR A (PAHWP)HH 5 0E Ms. Agnes Kijo
(Tanzania, FDA)RFRHE © 587148 2012 45 PAHWP AR S0E =k
10 HATA 15 §BE - BUE LR RE ERE (Tanzania) @ B F/E 5
J& H A5 (Nigeria) - MAE IR AR IF (South Africa) - sz A& H Al E 2
ER RS N2 B st » DAL B R IR R A« R
R LAEEBEEIEMME F R & S ~ BUERE RS SRR
B I | AR A o
P R BRREE R &g BB & S (China Food and Drug
Administration, CFDA)HY =i BRI 5] & H BT AR B e i AR
I
o HHEIKREER 2014 4 3 A EaT RS mETE BRG] MA(E

F6 A 1 HAER  H 2014 F 2 A Bl S mamM EEET 2

) A 30 (FESEEIM 0 KA TR 8RB LT - Al

Proton Heavy lon Treatment System, 2nd Generation PMGTM %5 o
©  20154F 5 A ATABS RS MR RETAG RS - fEAHE = =5

ARESRESMERE IRE I E  BR A 3R Al ( Medical Device

Classification Rules) 2015 4E 7 A IEATE ¢ S5ARE UDI £4%:

TEAEATHHEE - FIEIDIE A MBS et R B B oI, © B s
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45 HIl (Medical Device Naming Rules) H FiZI 1E/AFIECKINRE
% °

(5) ERER & L& 22 (Assistant Director, Division of High-Tech Medical

(6)

Devices, MFDS) [ Mr. Seil Park {F % &5 5 BT HI B S5t e i B FR BT -
B MR R E RS » 735 Class I- IV 55 4 {E554) - Hpf
By WERERM - MEDS S5t bm En B Rastl EFEREE - &
B e B& R s (Class 1 & B9y Class ) 2 LA A TIFZ HEH

¥4/ E8.fir MDITAC(Medical Device Information and Technology

Assistance Center) 258 » B FEas i BUE R B AFAH & (Company

List) » [F]—%dit g 2 77 S S /H I RS EC - puacsr il &5t 2015 4 7
RO IERAERL - B Ras M BUERUANEZAE B AT FrERiE

o B 24 (GMP) ZAHBARE - KL 2016 48 1 H {5 = E i -

FEr& b SRR —EETE T AHWP REEEESUT: - WECKREE
H A S S B S 2450 TC,WG B8 B INVA BBk &
WG BAAREHEER - RIS - AEfEgpcl S - s
10 (3 3C5EREReR. - s iRl E - Erifgisd - ERRETAL - B
G B Bt es M oo R U E B SR SRR A T (AR
2R AHWP B F4H http://www.ahwp.info/index.php?q=node/558)

o

b

"
"

Guidance for Preparation of a Common Submission Dossier Template
Dossier for General Medical Device Product Submission.

White Paper on Regulation of Combination Products — a Review of
International Practice.

Guidance document on Qualification of Medical Device Software.
Adverse Event Reporting Guidance for the Medical Device Manufacturer
or its Authorized Representative 2 Resolution towards Endorsement WG
documents.

Clinical Evaluation.
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* Clinical Evidence for Medical Device — Key Definitions and Concepts.

* Clinical Evidence for [VD Medical Device — Key Definitions and Concept.

* Clinical Evidence for [VD Medical Device — Scientific Validity
Determination and Performance Evaluation.

¢ Distributor Auditing Checklist.

* Guidance on Regulatory Auditing of Quality Management System of
Medical Device Distributions: Auditing Strategies.

¢ Regulatory Audit Report Guidance Document.

* Guidance for Medical Device Naming Rule.

(7) RGREE  EHERETEEERS R  EEEERURESEE
(Mongolia) 7 "5 FZ 72 (Republic of Kazakhstan)ik /5 AHWP HYEE 25 K228
26 (& E5 » 5% L5 E AT 2016 42 AHWP Annual Meeting AT IERE
S METEMERRA ST AR AHWP B - AGEDHETR -
FH A 5544 4 4H 4% (World Health Organization, WHO)Z2 Bt 584 TS 5058 /N4l
(Prequalification Team) ZIEfEHER G M2l B e e i THOCEUEEE 15
(Prequalification Program for IVD) » AZ(CFREGF 11 H 6 HF|H & #2758
5% /N4H <A (Lead) Irena Prat 2 -2 HF& 1 » & -85 [EEJemt WHO K
AHWP WG2 (R EEENE R ~ SR/ LR e F B PR S
5 AERARRIT E1ETTA
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LB

FETEISMERBMEHE & - RIS B B R

Kl AHWP S NS E | B e B—FE1Z51E (Medical Device

Single Audit Program, MDSAP) | ~ T B8 f1 A (Software as a Medical
Device, SaMD) /B B 248 %0K | St leRE - DUREE - HARZ LR
REF e VAR E R AR - 0 B8 TR/ N R R 55 13X
WIEE SR~ FERX SRR (Strategy) K AER%H B(Check List) » s Z TR & -
T T2 BUHR RS ET & - (SR MR M B R Es » RRE

RACEH RS ERUES T BB EN 2 275 > DIER TR B a4 e T B B P
AR o

FrES SRR SAERIETS - T IEERIRRE R R T

B H SN EE FR 25 AR & (Asian Harmonization Working Party,
AHWP) Bl 4] » (EIS{ERFE RS - AT B Ras i 2R R
SR B TIHIEERR - A2 AHWP R R B BIHYEE » 412012 FEIKEI{E
BRI AHWP 55 17 HETE RS E% - 250 NFREE - &
sttt BRI 22 BRIP4 4% (40 AHWP f2 IMDRF) MHEASEFS - DU B
[ EAH A RE R R B - MR HES M EA IR & R B T
FrEBMERARTTEE - IR RRERRFET]

PR E AR SRR AR T 7T - ZRIRAKE R - AR EIAE B T/ MR
ZEERRESM EESE S - A RS - AR ir R R A St g A AR TS
SHRARAE - BREHEIREE st B T IR MR ER - ZRai S EE
FREMTER BRI ERN  FE RSO E G - AR B E R
as S R T RERIGEAR S - Me TP adda S FEL - fRT T TR
FJ7 -
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1. AHWP WG2 N E

Membership Status R
o) g
Ny N
N ~ 0 Chair: Dr. Wen-Wei TSAI
WG2 - Pre-market: IVDD & Co-Chair: Ir. Albert POON
' 0 Advisor: Ms. Shelley TANG
2 No. of WG members: 27
O 11 regulators
O 16 industries
AHWP 19% TC Meeting
5 Nov 2015, Bangkok
@
A.P P

()

Objectives 2015-2017

1 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 recc jations and useful on how to
implement regulatory framework of IVD medical devices.
= To support regulatory convergence through
O Participating in Intemational/Global Organization collaboration and
activities. (e.g. ISO/TC 212, etc.)
O Encouraging interest and participation for AHWP member economies
in reviewing the specific needs for IVD regulation controls.

T

f

1N

WG Progress Update (I) ﬁgn‘,l

since last AHWP Seoul TC Meeting in 2014 .,...m

No. | WorkItem Timeline | Progress Update

Feb 2015 10
Dec 2015

Deliverables
WG2 member list

1) Definiton of MD/IVD  Mar201Sto  *  Collaborate with WG1 on Definition
AHWP Guidance Dec 2015 ofMD.
* Discussion by telecon on 11 Mar
2015 2nd 10 Jun 2015.
Internal draft circulating within
WG2 and WG1 until the end of July.
* Have held the FTF meeting in Taipei
on 11-13 Aug 2015 to finalize the
draft document.
* Have called for comments on the
PROPOSED document until the end.
of September.

Jm201Sto  + Discussion by telecon on 10 Jun
Dec 2016 2015.

* St to drat the documens in the
3) Conformity Assessment  Aug 2015 ot
U Cte o ‘WG2 It FTF meeting in Taipei on

2) IVDCSDT

4) Classification ofIVDs ~ Aug201S© = Will ry to have a side meeting in
Aug 2017 5

31

{1y

Proposed Work Plan 2015-2017

No. |Workltem Deliverables | ActionPlan and Timeline
1 Develop AHWP documents Guidance document
(1) Definitionof MD/IVD Collaborate with WG1
Mar 2015 to Dec 2015
@ IVDCSDT Jun 2015 to Dec 2016
(3 Conformity Assessment for IVDs Aug 20150 Aug 2017
() Classificationof IVDs Aug 2015 to Aug 2017
(5) VD Labelling Jan 20160 Dec 2016
(6 Clinicalevidence ‘Will collaborate with WGS
Jan 2016~
(1) Advertising and promotion Jan 2017~
P Participate in Intemational/Globel  Standard. ‘Attend the activities of ISO/TC
Organization: don and 212/WG3 o workon standard.
activites (e.g. ISO/TC212, etc) regarding technical requirements
for IVDs.
3 Environmental scanningand survey  Survey Report Mar 2015 to Jun 2016
for IVD premarket regulatory.

controls

WG Progress Update (1) ‘t..q.m';

since last AHWP Seoul TC Meeting in 2014 remen

No. | Work Item Deliverables Timeline Progress Update

i Participatingin ~ Establish VD WG 2015102017 Thanks for AHWP Secretariat’ s
assistance,

ISOTC212  representationto ISO/TC. 1SO/TC 212 has accepted
WG3 212/WG3 regarding and added two WG2 contacts in TC
Moo ko ¥
IVDs
4 SureyonIVD  SurveyReport Mar20i5to  + AprtoMay2015: Disseminate
regulation status Tun 2016 the questionnaire o ll TC
and premarket regulatory reps and WG2.
requirements members.
for AHWP. * May to Aug 2015: Collectthe
‘member response; 13 response has been
economies received.
* Augto Sep 2015: Have compiled
and analysed the responses.




AHWP WG2 Working Meeting, :;g::
' 11-13 Aug 2015

] O The meeting was held in Taipei and
was attended by 3 AHWP advisors
and 11 members

O Achievements:

[ Discussion on AHWP Proposed

Documents

O AHWP/WG2-WGI/FO01:2015 ~ Definition of
medical device and IVD medical devices

Discussion on the survey of IVD medical

device regulatory status

O The survey was circulated in the WG2and
forwarded 1o all TC regulatory repeesentatives of ‘
24 member economies, and had 13 respondents

O Discussion on AHWP WG2 work items
O Guidance document on Common template for

Submission dossier for IVD medical device

o

i Regulations

Survey on IVD Medical Device

O Conducted during May - June 2015

O Questions on

Set up of Regulatory Authority for IVD MD
3 Definition and Classification of IVD MD

1 Conformity Assessment requirements

[ Post-market surveillance requirements

m ]

O Subsequent report by Co-Chair Albert Poon

@

' Survey on IVD Medical Device Regulaiftig™

O Respondents

1 Australia [ Kenya
1 Chinese Taipei 1 Korea
1 Germany 1 Malaysia
1 Ghana 1 Philippines
) Hong Kong 1 Singapore
1 Indonesia I Tanzania
1 United Kingdom

32

~ AHWP/WG2-WG1/PO01:2015 - A@r
Definition of the Terms ‘Medical Device’  and™™"

€ ~“In Vitro Diagnostic (IVD) Medical Device’

&

| O Scope of paper:

o This document applies to all products that fall within the definition
of medical device and In Vitro Diagnostic IVD) Medical Device.

O Objective of paper:

o To provide harmonized definitions of the terms
and ‘In Vitro Diagnostic (IVD) medical device’

O Summary:

o The present guidance serves as guidance for Regulatory Authorities,
Conformity Assessment Bodies and the regulated Industry on the
definitions for the terms ‘medical device’ ,andan ‘Tn Vitro
Diagnostic medical device’

The document contains the definition of the terms ‘medical
Device' , 'In Vitro Diagnostic (IVD) medical device” ,

‘accessory to a medical device’ and “accessory to an IVD
medical device’

‘medical device’

P

2

S|
B

A‘P
~ Survey on IVD Medical Device Regulaffthi§™

Survey conducted during May - June 2015
Sent to 24 member economies

13 respondents

Questions on

1 Set up of Regulatory Authority

1 Definition of IVD medical device

I Classification

1 Conformity Assessment requirements

1 Post-market surveillance requirements

u}
u]
o
u}

@

‘ Definition of IVD

0 “ European VDD, sSEAN MDD, 1
2

= GHTE/ISO

= European
IVDD




7 | A.P
~ Classification

K

N
| Registation +
niedln Linkage
8%

. e
o%

Conformity Assessment- .f-
g QMS requirement

2o

No, 1
mYes
=No
o |
Conformity Assessment- %.P

~ Recognized professional standards

——— Not answered, 1

= Not answered

33

. Conformity Assessment-
~ Essential Principles

illbe based on GHTF EP

2. some documentary requirements only.

= Yes #No

//

Conformity Assessment-
~ Recognized Standard
|

gt

IS0 standards

1
ity t

= IEC only
®Both ISO and IEC
= Not stated

mother

Conformity Assessment-Analytical
@ performance studies

—

|

Not answered,

uYes
=No
= Not answered




' Conformity Assessment- Conformity Assessment- A.l:

C Clinical performance studies

N

Specific document format for pre-markef
submission

ez

. Not required if substantial

equivalence to IVD registered
. May be exempted according to
the Criteria for Documentation

mYes

= others

=No

= Not answered

-
Ko
Thank you y
WG2IVDD Premarket
Dr. Tsoi Wen-Wei

Ir Albert Poon
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