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HE
BE P B E R OER MR Y 2014 AF oE O B R €5 M 0A B3 A g (Asia
Harmonization Working Party, AHWP) Z%I[&r » f$h 2 KAY AHC-AHWP Joint
Workshop ~ 25 18 Jzf AHWP Technical Committee (TC) Meeting 2 %5 19 J& AHWP
Annual Meeting » HiS AZ B Es M S A BRESnEH AT RS S R (e Fs AHWP K ErEl]
LR ARG 19 JEFE G AR ST —(E 2015-2017 SRR & L5 Bl L
LUR TC ~ & TAE/NH(Work Group, WG)T5 2 i ~ Bl ERESFRAL - R HIFKE
REIPEE 2 RE RS MU AFHE S REREHEE AHWP TC # TMGIN2E
B e TIE/NH(WG1a-IVDD) £ 2 SRIEBERR S —17 4 ABig -
7~ 2014 AHC-AHWP Joint Workshop 9 » BEHIEFE H A ~ Hrfelf oA fE ~ gEE]
Bringz ~ 2B ~ EPEE - DSHHEER AR - SRR LA
B AR BLEOR AN - Sk H Al e R e i T R B - AR B
#5125 (Medical Device Single Audit Program, MDSAP) - Eff B —ak 7l 2478
(Unique Device Identification, UDI) ~ B F#iE(Medical Software) 5z E&44 E 3T
(Medical Device Refurbishment) & B g #E{ T sl B 5T 5
B = KAVEE 18 i AHWP TC Meeting » /i AHWP TC k5% WG Je#E7TEARY
st o PEEH TC K& WG HYES » #ies TIFEE B - AFRIEERNKR
& WG2(JRE[ 55y WGLa)#Ef T ey - BLfEAED 3 {7 IVD & hn'E BRAHREAY S
ALl R HiFE 1 25 Training Workshop &5 -

FUVURHYES 19 fe AHWP Annual Meeting 21 T58—{EAYSH 852 - S5 R
kX[ Jeong Hee-kyo (Director General, Department of Medical Device Evaluation)#&
£ AHWP K& g - B3k PE5EAY Zamane Bin Abdul Rahman (Chief Executive,
Medical Device Authority, MOR)ETE HFEEITE > /P EHEH{E Al Al
Dalaan #E{T: TC YL - ##EIHY Lee Jeong-Rim #E(E: TC AYE G REIER -
FR#EE( Keyword ): oi B 25 M A 5R S 1€ (Asian Harmonization Working Party,

AHWP) -~ (APEC Harmonization Center, AHC) ~ G N A& 234K
FalFgaR(APEC) ~ 511 —F& &t (Medical Device Single
Audit Program, MDSAP) ~ &1 B8 —3k i1 4% (Unique Device
Identification, UDI) ~ &% F#k A8 (Medical Software) ~ B4 4 (&

(Medical Device Refurbishment)
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AHWP ( Asian Harmonization Working Party ) {4 1999 HEHFkE ~ mEiE ~
BIRRE ~ FH - Frist - JEEE - BAKPEE ~ BlJE ~ ZRE IR 10 {E G
HG R BRI - HATHA 23 (Eg 848K #S (Member Economy ) - 1% Abu
Dhabi, Brunei Darussalam, Cambodia, Chile, Chinese Taipei, Hong Kong SAR/China,
India, Indonesia, Jordan, Kingdom of Saudi Arabia, Laos PDR, Malaysia, Myanmar,
Pakistan, People’s Republic of China, Philippines, Republic of Korea, Singapore,
South Africa, State of Kuwait, Thailand, Vietnam, Yemen > & S #ofFs ool ~ FE =N
FEM - sz sHABET T TR HEB B S e b VAR 2 30 e B A BT & - Hies
B E TR RS M AR S B R e A S E L [E S o AHWP B T R EREIR SRS
sEHHEEFIE | (Global Harmonization Task Force, GHTF) ~ APEC K WHO 40 %%
EfF > DI S ERERREs M AR B ~ AR A BUEEAE 2 BN o[BI el v e 22
W@ > BHEE T 2 KAY 2014 AHC-AHWP Joint Workshop ~ 25 18 fi AHWP TC
Meeting 522F 19 J& AHWP Annual Meeting -

FEREZ AHC-AHWP Joint Workshop > 55— RI5E#EE HA ~ thEPALE - 7%
BTN - SEER - SRPEER - D RSMEHIEEREAVER - e S BE R L
AileE EAHB AR B EDR  HE TR SRR EEER] T B tas M ER B AR
AR E R —FFER ] - 56 RANE ST 2R BRR R
=125 ( Medical Device Single Audit Program, MDSAP )~ E&#4 88— Bl .47t ( Unique
Device ldentification, UDI ) ~ E:p& FH#EE ( Medical Software ) & B4 &% ( Medical
Device Refurbishment ) ZFELREME /B LS 3 -

= RAYSE 18 Ji AHWP TC meeting o - EAT 1 R EIT#T— (LA HheY 5
SRR - Y TC R (TC Advisors){Uk » ST AHWP HYBIZ B - %
HH TC % WG s TP ERBURA H IR - SEUUREREE HB AHWP 5
19 BB o s IMDRF & 55 H A MHLW E & Hideyuki Kondo #%5
IMDRF 3T HARES ; DL APEC RHSC {3 Lindsay Tao #7455 APEC JE# 73R
M e B RS £ Saleh S. AL-Tayyar fH#45 258 B - &% WG Y EF ~ & TC
A [t 2 2% — A ”Playbook for Implementation of a Medical Device Regulatory
Framework” o )ER &k /R FA 22 Tanzania 55 AHWP 55 24 (E& BB - #EEHY
TEHETTHT—11:(2015-2017)<HisE B « BEIR A Ehy TC s XA REEIE - ARTHE
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%’ Program at a Glance

- The 18" AHWP The 19" AHWP
AHC-AHWP Joint Workshop TC Meeting Annual Meeting
Nov. 18 (Day 1) Nov. 19 (Day 2) Nov. 20 (Day 3) Nov. 21 (Day 4)
08:00
Registration
Registration Registration Registration
09:00 - - TC WG Pre-meeting
Opening Ceremony Key Note Speech (Closed Meeting) Opening Ceremony
Special Topic (1) . 3 —
i _ % sl Special Topic (i) .
Sy . ! Opening Ceremony Meeting
Session 1 = Lo
Tea Break
11:00 - S
Tea Break 4
Session 3 Meebrg
12:00 Session 1 Meeting
Lunch
13:00 | Lainicty Lunch
Lunch
14:00
Session 1 :
2 Meeting
Session 4 Meeting
15:00 =1
Tea Break
Tea Break Tea Break Tea Break
16:00 — —
Session 2
Session 5
17:00 | Meeting Meeting
Special Topic (I)
18:00 e—— — Special Topic (IV) .
End of Day 1 End of Day 3 End of Day 4
Closivﬁkemarks 3 > i
e e ] Cocktail Reception
19:00 | Regulator’s End of Day 2 ' 3"’(’2"6&;:\2::’.‘"’ f‘s"
Dinner Meeting o ing
(Closed Meeting) Gala Dinner

* Closed Meeting
Regulator's Dinner Meeting on Nov. 18 / TC WG Pre-meeting on Nov. 20 / 3rd AGM of AHWP ASL on Nov. 21
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2014-11-18 (Day 1) AHC-AHWP Joint Workshop

| Speaker/Moderator

08:00 - 09:00 | registration
Opening ceremony
Welcome speech Jang Byung-Won
09:00 — 09:30 | Opening speech Saleh S. Al-Tayyar
Opening speech Jin-Ho Wang
Group photo & short break
09:30 — 10:00 The AHWP Pl.aybook — Now what? Thoughts on Michael Gropp
implementation
Regulatory Status of Premarket Submission and Approval Requirements in
Session 1 AHWP and APEC Region
Session Chair: Jennifer Mak (Regulator), Sumati Randeo (Industry)
Premarket Submission and Approval Requirements in AHWP & APEC
Member Economies
i) Japan (PMDA) Madoka Murakami
o SHRARESSEE
ii) China (CFDA) B A R
iii) Korea (MFDS) Jeong Rim Lee
10:00 - 15:00 [ jy) The ASEAN Picture of Harmonized Controls Joanna Koh
for Medical Devices (HSA)
v) USA (Industry) Donna-Bea Tillman
vi) Mexico (COFEPRIS) Gretel Rueda Almanza
vii) Saudi Arabia (SFDA) Ali M. Al-Dalaan
Overall Q&A of Session 1
Experiences of Industry on Premarket Submission and Approval
Session 2 Requirements
Session Chairs: Yuwadee Patanawong (Regulator), Eun-Hee Cho (Industry)
Premarket Registration Requirements in
Multiple Markets across Korea, USA, Japan, EU, Kyungyoon Kang
AHWP Members
Analyzing Approval Process of Substantial
Equivalence Devices based on Previously
Approved Devices across Korea, USA, Japan, EU,
15:30-17:30 | AHWP Members
Specific Toplc on C|Iljllca| Data Requirements Michael C. Morton
(Comparison by Nations)
Performance Evaluation of In Vitro Diagnostics in Hubert Bayer
EU, America, China
Overall Q&A of Session 2
Tran Quan
17:30 — 18:00 | Strategy for Commercialization in Korea (Moderator)
Myung-Soon Chung
18:30~ Regulators’ meeting (closed meeting)
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2014-11-19 (Day 2) AHC-AHWP Joint Workshop

Speaker/Moderator

09:00 — 09:45 | Keynote speech

Sherry Keramidas

09:45 - 10:15 | Regulatory Intelligence

Petra Kaars-Wiele

Special Topics on Medical Devices (l)

Session 3

Session Chairs: Emily Wu (Regulator), Lindsay Tao (Industry)

Medical Devices Single Audit Program (MDSAP)

Scott Sardeson

Blending UDI with Good Distribution Practice for
10:30 - 12:30 | Medical Devices

Philippe Auchair

Global Standards for a Safer and More Efficient
Medical Devices Supply Chain

Geraldine Lissalde

Bonnet

Special Topics on Medical devices (ll)

Session 4

Session Chairs: Abdullah Al Rasheed (Regulator), Tony Low (Industry)

Medical Software 1 — Medical Software Guidance

and Recent Update in USA

Donna-Bea Tillman

Medical Software 2 — Medical Software and

Recent Update in Japan

Naoki Morooka

13:30 — 15:55
Medical Software 3 — Standalone Medical

Software and Mobile Applications — Present and

Future

Overall Q&A on Session 4

Special Topics on Medical Devices (ll1)

Session 5

Session Chairs: Lupi Trilaksono (Regulator), Alfred Kwek (Industry)

Medical Device Refurbishment — Safeguards for

Safety, Performance and Quality

Jeroen Gruben

Refurbished Medical Devices: What is the
Risk-Benefit

Wu Liging

15:10-17:40
The EU Medical Device Regulations

Rainer Voelkson

Overall Q&A on Session 5

What’s new on MD horizon: Can surgery be

better?

Seungwan Sohn

17:40 — 18:00 | Closing Remarks
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2014-11-20 The 18" AHWP Technical Committee Meeting

Speaker/Moderator

08:30-09:30 | TC WG Pre-meeting
Opening ceremony
09:30-09:50 | Welcome speech Kim Young-Gyuen
Opening speech Saleh S. Al-Tayyar
Roll Call Bryan So
Adoption of Agenda Joanna Koh
09:50 -10:15 | Announcement of the Election Arrangement of
Office Bearers of AHWP TC & AHWP Working Bryan So
Groups
10:15 - 10:45 | Tea break & Distribution of Election Form
Report and Overview of AHWP TC of the Past Term
i) Key Milestones Joanna Koh
10:45-11:45
ii) SWOT Analysis — New Streamline Proposal of
Alfred Kwek
the TC Structure
TC Advisor
11:45-12:15 | Short speech by TC Advisors Representative )
Representative
Joanna Koh
13: 30— 14:15 | Short speech by TC Advisors Representative
Tan Ming Hao
WG Updates
Session Chair: Chadporn Tanakasemsub
Update by WG1: Pre-Market — General MD Alfred Kwek
Update by WG2: Pre-Market — IVDD Emily Wu
Update by WG4: Post-Market Jennifer Mak
Update by WG5: Clinical Performance & Safety Yuwadee Patanawong
Update by WG6: Quality Management System —
14:15-17:50 Abdullah Al Rasheed
Audit & Assessment
Update by WG7: Quality Management System —
P y Y g Y Ali M. Al-Dalaan
Operation & Implementation
Update by WG8: Standards Lupi Trilaksono
Update by WG9: Training Jack Wong
Update by STG — Medical Device UDI &
Carol Yan
Nomenclature
17:50 - 18:00 | Closing Remarks by AHWP TC Chair Joanna Koh
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2014-11-21 The 19" AHWP Annual Meeting Speaker/Moderator
Opening Ceremony
Welcome speech Chung Seung

08:30—-09:10 | Opening speech

Souvenirs to Host, Honorable Guests and

Sponsors

Saleh S. Al-Tayyar

Keynote Speech

09:10-11:30 | IMDREF Status updates

Hideyuki Kondo

APEC Status Updates

APEC Representative

Adoption of Agenda

Roll Call (Only Official Members)

Saleh S. Al-Tayyar

Confirmation on Minutes of the 18" AHWP

11:30-12:30 | Meeting held in Malaysia in 2013 Lindsay Tao
AHWP Status Updates
Announcement of Election Arrangement for
Bryan So
Office Bearers of AHWP
12:30-13:30 | Lunch & Distribution of Election Forms
AHWP ME

Country Updates

Representatives

Report Highlights — by AHWP TC

Joanna Koh
Ali M. Al-Dalaan

13:30-17:40
Report by Secretariat

Ali M. Al-Dalaan
Bryan So

Resolution toward Endorsement

Ali M. Al-Dalaan
Bryan So

Election of AHWP Leadership 2015 ~ 2017

Bryan So

17:40-17:50 | Speech by Newly Elected Chair of AHWP

17:50 - 18:00 | Closing Remarks by Outgoing Chair of AHWP

Saleh S. Al-Tayyar




(5) ~ 11 H 18-19 HiZH APEC AHC &1 AHWP Sy Bk as i3l SRaRAz -

Day-1

1.

%4 EIY Michael Gropp 1145875 %8 AHWP Playbook - & 7 3 AHWP & £
» 1R LASRTT AHWP Fril 2 Y Guidance » i it B S b B B 2R RS - AHWP
I H GHTF &€ 2 5% > {8515k &> Playbook for Implementation of a
Medical Device Regulatory Framework™ » DL{{L & B -

PEEHHA ~ EIRRE ~ 3B ~ B - 26 - SrhEF - VDSt e (e
AR » B SRR L praEsEAER AR ELEORI - ST ¢

(1) FH H A 17 EE A B 48 5 B2 % f 25 45 & 4 f (Pharmaceutical and Medical

Devices Agency, PMDA)HY Madoka Murakami /144 H ABEHEZS M FHFIER S
H A A5 b 5 B e 1 70 Ry USRE B - 2008 A AT —1TEhat = (U0 T
(&) > DUIIZRES RS b -

FY2009 FY2010 FY2011 FY2012 FY2013

Improve quality by increasing
the number of Staff and Increase staff 35 - 104 (FY2013)

enhancing training

Introduce 3-Track system 3-track Review System

| |
| |
Formulate Approval standards/ Good Review Guideline

Set review time goals | |
«New Medical Devices (Standard 14 mos. Priority 10 mos.)
eImproved MD with clinical data: 10 mos.

w/o clinical data: 6 mos.
sGeneric MD 4 mos. (FY2013)

Clarify review criteria

Full transition to Third-party
Certificate of class I Medical Transit by FY2011
Devices

Progress management .
g g Government & Industry Dialogue 2/year (from FY2009)

2014 A NS EMINE 104 A > FERFHEIEE T 44.8-75% » iSRS ZE T
BATIZE 169 4 » s e 2018 FREERY [ YIZE Al H A -

New MD :




Standard items : 12 months (JF%<Z 14 months)
Priority items : 9 months (JE7K/E 10 months)
Improved MD :
With clinical data : 9 months  (J52k/E 10 months)
Without clinical data : 7 months  (JF 2K Z 6 months)
Generic MD :
New application : 5 months
Partial change application : 4 months
(2) FHHER KR 2R & 5L 2 L B B2 B S5 (China Food and Drug Administration,
CFDA)Y = BRI = i et B AT AR Bt e A V2R BT
2014 4 3 H 31 HHEIRESHER] /B R asmE B EEGRG IR EF 6
H 1 HAER - AR EERETERA - Kremesthor f = FRInVEE -
A. Pre-marketing :
Class | MD(ZE—JHE =) © filing (F52%)
Class Il and (55 5 K55 = AR HRasK) ¢ registration(FEHT)
B. Post-marketing :
Class | MD(55—JiEs e aati) © BLIGRg filing (5 2E)
Class Il (5 —JHESHEZ3R) ©  HLig g certification » X555 filing
Class Il (55 =% zsmk) © B3R certification » 88475 certification
WM T S taa i 2Lty - 4880Rs ~ (EHBEUMYEE > WWEHERRER
astf ~ SBIRETI SR LR RS e HE -
CFDA AT 1 5 EAHREE 7284 - I8 2014 4 10 H 1 HEEHE i - #
% BB 275 GCP(Good Clinical Practice for Medical Device Products) iz
GSP(Good Supply Practice For Medical Device Products)=ZE 7 # °
(3) HH §% [ & b 8% 5 22 4 30 (Ministry of Food And Drug Safety, MFDS) Y

Jeong-Rim Lee # 5 HESH eSS HE ¢
10



seeE R {0 JE B e B R e A o0 R DU el - " H0% Je MFDS (1 9 (&3P k2 8 {E

BRI A

Class IV MD H 2014 &£ 1 A 1 HiE » %X FHFFS STED - Quality

Management System ‘2 {{ci 1SO13485 > H 4y A IUfEE ¢

A. Initial Inspection : for the 1% manufactured MD

B. Additional Inspection : to add new product group

C. Modified Inspection : for change manufacturing site

D. Periodic Inspection : for re-certification within 3-year period

ATHARY AR SR e

A. RS DISEE RIS N BB Rtes A (IVDD) » B 2014 4 11 A 10 HEELL
BRI e -

B. k40K ~ AR A1 LA (DEHP ~ DBP ~ BBP)ZHHIIRE » #5IA IV
administration set FYF&EIEH °

C. IEC 60601-1(3" ed.)C.4&&4 A FEF2F » (HEHE H ik MD S4RIgA R
F o

(4) FEr s 4= 122 )5 (Health Sciences Authority, HAS)HY Joanna Koh ;25 B g

oa R 77 (Association of Southeast Asian Nations, ASEAN)EE s E &%

5

ASEAN ZEf#E T~ MDPWG (Medical Devices Product Working Group)frilErY

ASEAN Medical Devices Directive (AMDD) » E22 2014 4 8 H4& sl &2

#(ASEAN E Economic Minister Meeting, AEM) g5 Il Y 2015 £ 1 H#E4E

11



/ General Provision \
Pre market/Post market meet the AMDD's
provisions & its Annexes
/ 24 Articles >

Implementation of |[Entry into Force of the Document
AMDD Agreement Depositary

Medical device claims | Institutional arrangements
Safeguard clauses | Conformity Assessment of MD
Reference to technical standards | Clinical Investigation
Confidentiality | Special cases
Annexes | Revisions & Amendments
Dispute settlement | Reservations

Classification of MD

w @ mMmr-r > m QO

4= 0 C U0 = v

Post-marketing alert system

Licensing of person responsible for placing MD

Registration & Placement on the Market

Essential Principles of Safety & Performance of
MD/Technical Documents for MDs/Labelling

wr-rO0O®™mH4Z20n
Q2 - v Z2maon - r

Definitions & Scope

BHRZESTE - AMDD A MD #YEFAEIE ~ FHEIRT PS4 - Rt
TR ~ FHERY AR S e b iR s s 2 (B -

(5) =AY A2 H1 Biological Consulting Group iy & Z€/g[] Donna-Bea Tillman
Ak FDA 3J553 4k ~ 510K K PMA 557 B 7E K & B Rfe.

(6) FH =& P4 = {5 ZE & (Ministry of Health, MOH) fis S F [ i £ i\ b = &
(COFEPRIS)/yE& 1452 E Gretel Rueda 35 BH S EFVE f1 %5
AR SR P EFEL SRR ~ IR R HAR%Z A Equivalence Agreement » B0t
SR EFEE BN R A L - (B REREREEM 0 =4 f1Ek
53 FUUSR > AU RRY Class | NS ELL sk
W E YRS LHE AN T

FDAClass| : CFG +EIR + FDA Approval

FDA Class Il and Ill : CFG + EIR + FDA Approval (ER&L, 510(K), PMA) +
Techno-Vigilance Report

FINERAVRCH A T

Health Canada Class Il ~ Il ~ IV : MD License + ISO 13485 : 2003 Certificate +

ISO17021 + Authorization (Authorized Third)
12
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Letter of Approval issued by the MHLW + Export Notification + CFS + Letter of

Representation
(7) HV St SFDA HY Ali Al Dalaan #5700 S0P A {HHY B R as b1 B B
SR/ St A AR S B R s A 7R B T H11EEK

number

Medical Device National Registry: f—4%%¢
ER ARG o BlER ~ &HERE - EHRO
P~ AR E S 8% > S MDNR

Interim
Regulations

=
RG]

Medical Device Marketing
Authorization: ZE[m] SFDA E

R IEER - 4 BUER

Authorised

Representative

Medical Device Establishment
License: By—4&3 85k 248 » #
H T~ &SR R AR P Al S

(8) HEE FR RGN EE SR SR ZAEA AR HH e B s i Ly oAb -
R A TR EAR A R ZOREER T

Comparison of Korea & Japan Regulatory Requirements

MD Classification Regulatory Path Review Party Requirement
Korea |Japan Korea Japan Korea Japan Korea Japan
PMDA: 0
Class | |General MD |Notification |Self-Certification |MFDS: 0 Months Device Description, Non-Approval Process
Months
—Recognized SE Recognized
Nin-Sho Device: Test Report  |Certification Body
SE/Modified Approval-
Certification: Recognized |for Safety & Assesses Conformity
Technical Devices: MFDS  |MFDS
Controlled Products Certification |Performance to the Certification
Class Il Document Authorized 3rd Regional
MD Compliant with Body: 3-6  |~SE/Modified Device: |Standards and QMS.
Review Party Institute: 25 |Office: 10
Certification Months Test Report for Safety |The Certification
Days Days
Standards & Performance, Standards Comprise
Comparison Data the Nomenclature

13



and HS as Technical
Standards.
—New: MFDS Submit Application
Technical Medical Device Documents to Prove
) New Device:
Document Evaluation Dept: that Device Safety
Aforementioned Data+
Review 55 Days and Effectiveness
Specifically Additional Safety,
Class 11 Shonin Approval |—Medical Device PMDA: 8-16 have been
Controlled Approval- Performance Data,
From MHLW Evaluation Dept: months Demonstrated per
MD MFDS Origin, Development
70 Days Article 40, Paragraph
STED Headquarter Process, Clinical Data,
Class IV —Clinical Study 1of PAL.
Format Office: 10 Oversea Usage Status
Plan Approval: 30 Enforcement
Days
Days Regulations
b = A Y
TEREPREERTTTE - (8% HATEEEE Ry - siBhalr - HEBE L RO O Bz

PREREREE - 556 FDA B2H 7 PMDA TE#77—3H Pilot Program » & —{H
BRI SR AT & LR (ED AR B AL YR - ARG L I B R e i S BREE IR
i AR o IR T AR &5 S B R Ae S N2 B A 2 B RE TS 20K -

1% 7148 Commercialization in Korea (Pricing, Distributorships and Compliance)
AN RELEERRLL AHWP TCWG2 EJE 571 » 2 M4 HEr e 2
F7E(London School of Hygiene and Tropical Medicine; LSHTM)# 522111 Ad Hoc
Meeting of the ‘Affordable Access, In-Vitro Diagnostics (AAIVD) Project” » A&
FERIH WG2 TAFHEE Kalam AR K TAFAE - AAIVD Gt EH (R (eI
Fa e B o T HUS B an B8 Z 38 N2 ETEs A - DU MR HRp v 15
B EE K2 A B8R LSHTM 179 Prof. Rosanna Peeling Eid Mr. Albert
Poon ~ ASF A IEERMRBIZEL

EERY) ~ Mr. Jack Wong (AHWP Training WG FYEI FJ5) » DL #rin A AHWP 1y

{E&F71E F Ms. Sheryl Hsiao ~ Mr. Benny Ons (TC

Tanzania FDA {{% Mr. Sillo, Hiiti (Director General) 5z Ms. Agnes Sita Kijo
(Medical devices assessment and enforcement manager) - &t Prof. Peeling 71/,

RIZIEMNE
PAHWP)# 2 AAIVD 2RI

&% 2= b A S A& (Pan Africa Harmonization Working Party;

THIUR TARHENE - AR EeilraTam WG2 Fy

14



iftigE S SD - Prof. Peeling TREE L EE T BE S N2 BT B A4 B RRAH R 2 S RE 2L
BFEREA - DURAE PAHWP S8R o B S s HUS B A B A SR

PR HEHES N2 B A 2 B EERE R - LR R B 224 & (Gates Foundation)
K fNE K f A2 #0 (Health Canada) 57 45 fiir UK B2 HY AAIVD 518 45 R

(2012-2014 4F) > Prof. Peeling TFf& =K Hift 4742 o

Day-2

1. EihER SR A HE e (Regulatory Affairs Professionals Society, RAPS)HY

2.

Dr. Sherry Keramidas #f &5 %1 /7> 2% B B R e 1 E B B PRV S & 0 b7
Dr. Sherry 20 4oV EHESCERE B FETRIEE ~ ReilonyERfg - ARE ) B EL(EzE
A A A HR T SR At B I » WIRER - BRPRIGAE ~ AR - BURECE
BEEENE - SHESNEERE ) BB A B ERe ) -
Abbott /3 F]#J Dr. Petra Kaars-Wiele 35 &Regulatory Intelligence” :
%7€ #¢ Regulatory Intelligence” 5y * BRER B AR ARSI - W0
B K HAMHRARIAA B AR A BV - BT EEE RIS A E R A e 5
E{E AR R ORERENAN B E AT BN EAS - PEE B IR A AT e
BEEIN i 1 - HIARFPIS AT E

The Process

Start with a Question Surveillance
Search and collection Review new information
1.Summary

2.Analysis f’
\ J D{ 3.Interpretation Q/ -
\ \ " P é§
()

/

4.Integration

15



Dr. Petra BEf2 (it 15 2 SRV B R e i B B KRR & SR T TR BLR TS
3. B 3M A\ HJHY Scott Sardeson 45 MDSAP HYETE
Medical Device Single Audit Program (MDSAP)&Z H1B ~ 27 ~ TIE A& FE
Bl 2012 = 11 A%ZFE1FES » 10H 2014 4 1 ABE4AHY pilot program -
IMDRF 7" MDSAP WG - i 58 il 28 7 HHBRETHE 5 [ 301 - B FE 7Y Auditing
Organization (AO)ZE 1275 - H RIRES A AO R A A Health Canada
CMDCAS Program fJ AO - B&#7 Bl g Al ] EFH2H R IIA -
4. Abbott 2\ 5] Philippe Auclair 28 UDI [ 1E_E g e

Post Market Surveillance In Practice

Risk [Glinical
Analysis Evaluation
New risks? \/ N linical
Adverse risk . . ew clinica
2
trend? Risk v Benefit ? data?

Post Market Surveillance

PMS Plan PMS Qutcomes
- > Updated Risk Analysis & Clinical Evaluation
- Post_Market B e s tudy > Improved assessment of Risk v Benefit
> Registry
> Published / Unpublished Literature Improvements:
” Cus_tomer gy . > Instruction for Use
> Advisory / Expert Meetings > Customer Trainings
> Complaints & Trending > eTee e

> Product Design

{5F] UDI AT DUZ SIS R ~ 1T R LR mEOReE (e 1B TR
H B TR ERE - A SRR SR RakE N 0 B
FRMER B LS ~ 2 LR - (RERIRE S - RERGEERER » 23K
BB EZAE > BT 2EKRA1AT UDI System -

5. HEEEAREFERE - HAREEAEFAZE > 5104 USFDA ~ HA K AHWP %
B PSS > R T

(1).US FDA Regulation of Standalone Software : 2014 update : E /A

fHEEFE5 85 ¢ Mobile Medical App Guidance ~ Guidance on Software in
16



Premarket Submissions Cybersecurity Guidance Wireless Guidance.

H AT USFDA %1t Mobile Medical Apps> F/EHRE Ry Baeas A1 K FHY App -
AR BOSETTEI M R B R A Y App o ¥172 &7 Mobile Medical Apps
RS T S BRE SR M 2 3% > {H DL Enforcement Discretion” » #ji% R P45 »

201446 H 14 H FDA#4naY$55 | FDAH[I7# f” Enforcement Discretion”

¥ MDDS ~ Medical Image Storage Devicesedical Image Communication
Devices Z ¥R DI B SR 445 - 2014 4F 10 H 12 H FDA #:47 1y Content
of Premarket Submissions for Management of Cybersecurity in Medical
Devices” - FDA HISZ{EBUSRTN B PE B - RF SRS REAA - DA
R EVINREE S & - BUE BT AT EE &Y - BIFERRAAHRE S -
(2). HASHA 2013 /£ 11 H 27 H{EET Parmaceutical Affairs Law (PAL) % PMD
Act> i [ 2014 4£ 11 H 25 HifT> 2014 4 6 H 27 HE#&45’Medical Device
Development Promotion Act” - #r A f Bl 8 JH 4L~ & By Stand-alone

Diagnostic Software #4i A B % 28 #f & ¥ - W T B Fr ox

| Medical Device in Current J-PAL
(&gnostic Imaaina Workstation \
— =l <example.>

Processing for 3D

0297
Processing, Archiving, and

Display for Imaging Data of X-ray’ Data of X-ray CT 3D imaging
\.CT MRI, PET, PET-CT | for Head Bone /

]
'

(Stand-alone software |

- N -
@ !l;, Revised> Software

" | stand-alone Software is not MD. is requlated
\tardware with Embedded Software is M0y \_ by PMD Act. Y,

I H =R ] Third Parties #E{TR L= Bz B HY S EC » 40 MEIFTR
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GHTF Risk-based Classification Pre-market
Classes
Class Approval
[Certification
Class A | Extremely Low Risk \ “General’ Self-declaration
(X-Ray films, | “ (Class ) (notify to PMDA)
Surgical Instruments) fu
Class B | Low Risk “Controlled” Rggis_tered
(MR, digestive catheters (lazs1l) cerézlr(:iaf:(l:::i::dy
Ultrasound Diagnostic Devices) G TP e
i i “Speciall Part of Class C
Class C | Medium Risk pecally
(artificial bones, C‘i”tm""eld& MHLW’s
dialyzer) (s als\f) Approval
Class D | High Risk B
(pacemaker, o I
artificial heart valves) Il

(3). #3211 Samsung Electronics {{7 Peter Rhee z%#it Smart Health : Peter
IME T T2 Samsung it AR 2 YRR BRI E A ELAE {TEY EERE - Apps ~
BHECES - W NEFTREE - B ARSI ARt B - #DUE £
WIS - BIFRERE — 2 2R BERAE - DifeiE Smart Health 3¢

BRI -
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Telehealth

6. REEAEHIRANE ~ PuPT TS BM E SRR - S AR R EET (Medical
Device Refurbishment)Ii)5%t » DL Swiss Federal Office of Public Health {{Z&:R
HHEX R E AR - fEAIT ¢

(1). Philips Health Z2E G20 - B ERBRENG R E 5nhg
(Global Diagnostic Imaging, Healthcare IT & Radiation Therapy Trade
Association, DITTA)AfX & 2 — » Jeroen Gruben #Z{F DITTA GRP (Good
Refurbishment Practice) taskforce Ay Vice-chair o {{ # DITTA ¥
7>”’Refurbishment of Used Medical System”2#5 : “The process to restore
used equipment or systems into a condition of safety and effectiveness
comparable to when new. This includes actions such as repair, rework,
update and replacement of worn parts with original parts. All actions are
performed in a manner consistent with product specifications and Service
procedures defined by the manufacturer for that equipment or system

without significantly changing the equipment’s or system’s performance,

19



safety specifications and/or changing intended use as in its original
registration”

PEE NAEACIREIN - SR IEE TR0 > W s > B IEE0N
S EN R - JA1¢ Linear economy ##%8 & Circular economy » A gEZHE

M e

Linear economy Circular economy

oo M
A circular economy aims to decouple economic growth from the use of

natural resources by using those resources more effectively.

For a sustainable world, the transition form a linear to a circular economy is
a necessary boundary condition.

Product refurbishment, improving reusability and new business models
away from product ownership, will help us in the right direction.

LA Refurbished Medical Imaging Equipment A5 » B TFI{EEL :
Economy Solution: Typically 70-80% of new price

High Performance: Previous or current generation products

Risk Free Investment: Same as new warranty ~ service back-up

AT AR RS A7 BT — [ e BV RAVIES: - Bl E R R B R I il
AR TT A B S B - MR PRI AT -

(2). Siemen Healthcare t7;& DITTA fypk &~ — > Wu Liquing t7;& DITTA
GRP Taskforce #—& - Siemen 7£17 7 —{# ecolin-Siemen refurbished
systems » L ARV © #EZR DITTA (Y GRP [ A5k Fy— EIPEATAE -
{ERZ A F]E MR IR ACHETT » BA R A DU S bR - 25
BIRREE -

20



7.

(3). mf&H Rainer Voelksen it BHER ZEETY B ERHTVETE © HATECHE 1L
AE—FHER - HAlE A RERIVEERT  MiReEad R ER
EETIRERYME - Single-use Wi ZEXEH - Re-use B EHEH{EH]
FeikEIRUSR - SO RBONFRERE - S BT re-use AR
g~ — A BRI ETHE NN E =TT R BTN ERE

7 1% i FHEEER Intuitive Surgical Korea FY Seungwan Sohnu J& %" What’s New on
the Medical Device Horizon?” - fifif2 %] H FiffER i iy i - wim A0
(R AT 507 B T-Alo Pk B & > RS0 RV i) ~ BEIRIREETCE
feE (AR ERRERLR ~ BFEE - R Flo ~ B ER - BFRIERR) - A
BUERIYAMEZ A M2 EHYAE - 2L MIS (Minimally Invasive Surgery)
Rl > By THITFilohnE - #0A T Robotic Surgeon HY#$fe - DItKeS T-EHE)
BSRIAETT il > WTLIKE N~ RERHFEAE ~ FHERCRRIE TR > FrLUETE
Ftg 7 B A B R il -

(=)~ 11 A 20 H &% 18 f& AHWP TC Meeting » Sth 7 Eilé# 5 Hee-Kyo Jeong

(Director General, Medical Device Evaluation Department; MFDS) L &% 27 {+ AHWP

LI Dr. Saleh S. Al-Tayyar Bzt » FHA SRS P ZCRITHT (E B R AR HIIgH
L < BBHAEEAT -

1.

2.

3.

SRR FRERAR B IEF T E -
AREH T B B ESIR - RFE N RBEA SR -
TEE T RRAEEAREARE L HAEA SR -
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i No prox
Eligible Voters
According to AHWP & AHWPTC TOR Clause 2.4:
Regulatory Authority Industry
Eligible AHWP Primary Representative AHWP Primary Representative
Voters: (Regulatory Authority) (Industry)
If absent If absent
AHWP Secondary Representative AHWP Secondary Representative
(Regulatory Authority) (Industry)
If absent If absent
AHWPTC Primary Representative [ AHWPTC Primary Representative ]
(Regulatory Authority) (Industry)
If absent x If absent
—AHWPTC. secondary AHWPTC Secondary
Representative (Regulatory Reoresentative (Indust
Authority) J | epresentative (Industry)
@& -
Representatives (Industry) cannot take up the voting rights from
A Ok Barrt representatives of (Regulatory Authorities), and vice versa.

WIRSBLZIERR L 2B E (2 H — U - ERFRRGFEE - M AssEErs -
IR LRI -

Voting Procedures

[ Only 1 nominee for the position ] [ More than 1 nominee for the position ]

[

NS
@ [ For Election ]

[ For Endorsement ] G

( Sign on the “list of eligible
voters” beside your name

2. Receive the Voting Slip from
AHWP Secretariat

3. Select only ONE candidate
by putting a “¥ on the Slip

4, Put your slip into the ballot

\ box at the time of collection

ASIAN HARMONIZATION
WORKING PARTY

P22t Ms. Joanna Koh #zes AHWP TC JR BIRFGE AN (2012-2014 £F) A58

R TAZER 2 AR - Bl AE 2 B PR Bt a i AR B Bl 5w (International Medical
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Device Regulatory Forum; IMDRF) &% [ & 12 *#E 4H %% (International Standard
Organization; 1SO)%5 8 FHEH[FEAH 4% 2 /EE) - e AHWP £ 2020 7 RIS
(Asian Harmonization Working Party Strategic Framework Towards 2020 - "The
Foreseeable Harmonization Horizon") ~ #r7& 7 124 | T {E/\¢H(Work Group 7 -
Standard) ~ 52k "Playbook for Implementation of a Medical Device Regulatory
Framework” £ EE S TAF > MIHR LS R SR5Ep 1 13 PRBeio =it - Horp 5 &3k
B HE  BSSN 2l R R ae i AR/ NPT SERL © BEA - BRI EIHAE R AT > % TC
TTAR/INGHZERS - BIRE (R & TR/ NHE R (A S R ES R s b o e L P A
H 25095 - 5241 Ms. Joanna Koh 7R BH FEF-HA XA Ed AHWP Annual Meeting
AT A BORHYLEE » B (bR B A 5l R B RAH R [ PR AH 4 5 1
EEZ BIFE4AA EFE APEC ~ EEIESR A B @ (Regulatory Affairs Professionals
Society; RAPS) Kz AHC % » i EHEIHf AHWP Annual Meeting B k4R 21| 4 3
REUTET & - ST B RS M AH B S EE TR e 281 AHWP TC Meeting Jz

AHWP Annual Meeting > =g -

AHWP TC Milestones (2012 — 2014)

Work Plan & Targets Set for Working Refinement of AHWP TC
Groups & Special Task Group Working Group Structure
o Participation in IMDRF o Finalization of AHWP TC
Participation in I1SO / TC 210 Playbook
_o AHWP Strategic Framework
The Foreseeable Harmonization Horizon

Contributed to 3 Joint
International Events o Establishment of AHWP TC Advisory (10 experts)
« 2012 APEC-AHC-AHWP Joint o Liaison members: DITTA, GS1

Workshop - MD Combi Products <) Establishment of Working Group 7 — Standards
* 1st AHWP-RAPS Joint Conference

* 2014 AHC-AHWP Joint Workshop

() 13 Technical Documents Developed (over 3-year term)
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P > AHWP 2 WG e s L T/EHEEBURAGHE] - I N ERMEL T

1.

WGL (Pre-Market: General MD)z 2R Fi B 52 T/FIH H Ry B RiAe ~ 520
i (Combination Product) k7 8€ & 2344 #£4H . (Medical Device Grouping)ZE =
H HoE e Em N 20183 F3 R H i HERM SRS B g -
ARAR RS - oK B RRIAGE E BBV A - BRI RS
FHERAGHEE Ry B ks tf Z H B35 X - ARAR st B EER 7y - Esepid
FIRFAHA LB R M B R AR AR > AR A FEEE] -~ BUE - 0
S N ) 117 U =z IR (S DS EE Sy G

WG2 (Pre-market: IVDD) T{E/NHEF HAZ R EER R g FEPHEK
AG N2 E B R as A B BLAHBE 2 S0 > BLfE STED (Summary Technical
Documentation) 5z CSDT (Common Submission Dossier Template) s[4 _F = 4
S PE RS PR ~ SRS Z ENL - DU Ao B 2 (F R A
ShZETRE M REUSE B EHEAESE 3 M - HPATRIERIR K H AHWP
Annual Meeting FE{ TEREEAEF? - AR ENH © S5 RERBHRY 2014 R 1 55
BN B AR PR e R 2 I T WG2 TR &k - fefit WG2 & K
PAHWP (RESIREE 215 -

WG3 (Pre-market: Software as a Medical Device) BT 2 TAE/INH » 15 dEH
B SR AR -

WG4 (Post-Market) /> & 155 HIEL Y 2014 4 5 HIFHRER B2 BRE1m 24t
(Safety Alert Dissemination System; SADS)~ Z-214: » it AHWP SADS E 5k
B 5 A PARHEESE plA B35 i e i X B[] e R ] % Fe s AR 4 ("Adverse
Event Reporting Timelines Guidance for Medical Device Manufacturer and its
Authorized Representative") » i AKX H AHWP Annual Meeting HR#E THEERE
TP - WG2 RARTAE T B M EI LI s A1 R BB Ra B 2 ik

WGS5 (Clinical Performance & Safety)zii BH .52 /% 1SO 14155 Y 2003 4 fjz ~ 2011
24



R ICH GCP By - MifAfR2 B ISO/TC 194 Z EAEE TS E otk -
A TAF BB’ mPR ] GCP AHRBHEERE KR SIHEEE Y AHWP & S 40K
A BRRE o RS TR AR 0 5% TAE/NETER R ELAG R -

6. WG6 (Quality Management System: Audit & Assessment)ziiBH IF i L A&
(Importers) Jz 4% 54 5 (Distributors) 2% 7 B FEEALAE » FHIRRESERL -
BIEECRER S - 8% WG JIHEHHIER AHWP 25gs 2 tsd - 72 11 A 19
H_EAF223# Training on Quality System and Audit 5ll$ & - S HIS AR Z
Ak > NSRRI A E Ry WG2 AR - WC2 MBI TAFERS > H &
AE A BRI 2 FERORIE IR [E - BoRest ¥ M SRRSO AL b HEEE
B4 IMDRF tt MDSAP G185 2 488 » il 2 81 IMDRF AHBHEE) -

7. WG7 (Quality Management System: Operation & Implementation)zi2 BH £ 52 i
O 4 e T T B R 7 B B S B 2 & 38 ("Guidance on Medical Device
Quality Management System - Requirements for Distributors™)5.2& » i B H
AHWP Annual Meeting FH#E{ TEREZREF? © ARACTAFERGRE o2 ke WG ATt/
BTS2 B IR DIARZ SR LU TS AHWP 28 B 40REG -

8. WG8 (Standards)ziiBa% TE/N4HY 2013 FFJeci5 P &3 /7 pkar - 2014 %
Bl WG2 &1E5ERE “Role of Standards in the Assessment of medical device”Z:4E
S MR H AHWP Annual Meeting o7 T EREEEEFY 3% LAFE/NHEIRER
HARZR 2 - AR EE R B R U MR U Ry B SR B Bl R 2 S S
&= MAREIHEHRRHETEEE - RS L0 & AR e BrE iy
= -

9. WG9 (Training) T.{E/N4HFA 2014 A4 BRI - W5 TC Meeting g2 TC
Leaders Meeting PAFT &85 T 3ma% WG ZAE#5 » #T{Ll AHWP RiiE iR 2 TAF » i
TC EMHEURZ TAE/NHIAZK Annual Meeting 7758 £ BR8I35 AHEH T
TR E RS P -

10. STG (Special Task Group on UDI & Nomenclature)zi BH i o[B8 3 2 B34 diy 4
25



(Medical Device Nomenclature) 57 B4 BEE— &k 1] 248 (UDI) EL /&R EL IMDRF &
Y| A A TR [ER SR i B R P25 A B PR P22 54 (China International Medical
Device Regulatory; CIMDR)AREF EriE < & Bl SRERTE » AR T/F B8k
s EFE UDI JeBatE 2 Bl BEHR AR (5 2% - -

(70) ~ 11 H 21 525 19 j|@ AHWP Annual Meeting © HEZR @ 548355 IMDRF &

E > —fyH A3 Hideyuki Kondo (Deputy Director, MHLW);& 3% IMDRF

Status Updates” » L 5z APEC RHSC {{% Lindsay Tao(Johnson & Johnson, China)

vE s "Update of APEC Regulatory Harmonization” -

PHERMERZ —EEETNE L2 AHWP 52 0 ECKREER, » i

&SRS EALHE WG NES ~ TC NER ~ ME BRUER K ABE RECK » #iit

ZIR TP AR AR EER, » S8 ilERaiiE e o g s

1. "Comparison between the Common Submission Dossier Template (CSDT) format
and the GHTF Summary Technical Documentation (STED) formats for In Vitro
Diagnostic Medical Devices" -

2. "Role of Standards in the Assessment of Medical Devices" -

3. "Adverse Event Reporting Timelines Guidance for Medical Device Manufacturer
and its Authorized Representative™ -

4. "Guidance on Medical Device Quality Management System - Requirements for
Distributors" -

5. "White Paper on Medical Device Software Regulation - Software Qualification
and Classification" -

PRI AHWP PSR HET TS B MR S R S EOIRRE R 2 8 - AHWP TC Rl

e TS WG SRS - 2R T
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New Streamlined TC Structure

Working Group Positions
WG1: Pre-market - General MD Chair & co-chair

(existing positions of WG1 Chair/co-chair)
WG2: Pre-market - IVDD Chair & co-chair

(existing positions of WG1A Chair/co-chair)
WG3: Pre-market - Software as a Medical Device | Chair & co-chair

(NEW positions)
WG4: Post-market Chair &co-chair
Scope includes post-market aspect of WG 1-3 device categories (existing positions of WG2 Chair/co-chair)
WGS: Clinical performance & safety Chair &co-chair

(existing positions of WGS Chair/co-chair)
WG6: Quality Management Systems: Chair &co-chair
Audit & assessment (existing positions of WG4 Chair/co-chair)
WG7: Quality Management Systems: Chair &co-chair
Operation & implementation (existing positions of WG3 Chair/co-chair)
WGS: Standards Chair &co-chair

(existing positions of WG7 Chair/co-chair)
WG9: Training Chair &co-chair

(existing positions of WG6 Chair/co-chair)
The structure and management of ad-hoc group(s) will remain unchanged.
Special Task Group on UDI & Nomendlature Chair &co-chair

(existing positions)

PE ARG RIEIE SEE T (Tanzania) sk y AHWP H5; 24 (B & S - FRE R
B F R ER U R LR S SR R B P 1% - BV T 25 SRR L 2[RI R BE R - i
4% 2015-2017 FEAEHERBRAE AT N 32 WA R% - K& & 4F 2015 42 AHWP Annual
Meeting jRf {2 2= [E 2235 -

AHWP Chair Dr. Hee-Kyo Jeong MFDS Korea
AHWP Vice Chair (Regulator) | i zamane Abd MDA, MOH Malaysia
Rahman
AHWP Vice Chair (Industry) Ms. Quan Tran GE Healthcare Singapore
AHWP TC Chair Mr. Ali M. Saudi FDA KSA
Al-Dalaan
AHWP Co-chair (Regulator) Dr. Jeong-Rim Lee | MFDS Korea
AHWP Co chair (Industry) Mr. Alfred Kwek Samsung Electronics | Singapore
WG1 Premarket: General MD | \qr Essam Saudi-EDA KSA
Mohammed Al
Mohandis
Ms. Tan Minghao Regulatory Associates | Singapore
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LLP

WG2 Premarket: IVD Mr. Wen-Wei Tsai TFDA Taiwan

Mr. Albert Poon Freelance Hong Kong
WG3 Premarket: Software as | pr Rama HSA Singapore
aMD

Sethuraman

Mr. Tony Yip Elekta Hong Kong
WG4 Postmarket Ms. Jennifer Mak MDCS, DOH Hong Kong

Ms. Kitty Mao GE Healthcare Singapore
WGS Clinical Performance & | \s_ yywadee Thai FDA Thailand
Safety

Patanawong

Ms. Sumati Randeo | Abbott India
WG6 QMS: Auditing & Mr. Abdullah Al Saudi FDA KSA
Assessment

Rasheed

Ms. Shirley Sum J&J Singapore
WG7 QMS Operation & Mr. Aldawaty M. MDA/MOH Malaysia
Implementation

Olaybal

Mr. Ee-Bin Liew Access-2 Healthcare Singapore
WG8 Standards Ms. Maria Cecilla Bureau of Health Philippines

Matienzo Devices & Technology

Mr. Tony Low TUV Rheinland Malaysia
WG 9 Training N/A N/A N/A
STG UDI & Nomenclature Mr. Lianchun Yang | China FDA China

Ms. Carol Yan J&J China

= MSEERER
(—)

R TFD AR SR & B AHW PR [ 40 4% FH RE =E 7%

BB AHWP HE R0 — - JREFY AHWP dH&k T (EE % - H

R4k - TFDA HAE8
AHWP K& K&BIHTEE -
AR T FE T ETE H BRI RS BE A R ERA S
ET R — R B PR AR T E AL AR RS - (R > SR
AHER 2 S B E A B BB 2 ) » &0 TFDA Frég 28l
AHWP MHEEENGHE £ » R M B B 52 > 1

B G D
1y AHWP
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(=)

(=)

BRI G F 2 R - HTA IR B M AR R A A P as - B S B B
MEEF¥EZ I -

SN B ) B R e M T S 2 B B I PR VR AR B M 4H 465

SERER M 2 B AW A BRI b B B AR SR R R PR A A
(%1 AHWP ~ IMDRF %5) 7 $thfir FUBEE %2 - [FEAASHSRPTHIET < AR Bl -
AR R & BB e B T 2 255 » M R B S M B A A -
et B I R R P 25 S B R AR L JEARL 0 S LTS T 2 ISR i DA s
FEs M E R R BPE S  H eI RE SN Es E s  el » R
WP ELE B T B R (R 2 s AR BN RS 4 ME R -
Mg ERH AR A B IERE - DR RS RS B A &

BE TR R T - BRI S N HE R L T B RS M A L L T R
Ko brite S A am B S BN R - 140 3D FIED ~ 1B S LS
T3 B B SRS B — RHRER o ST B R R AN A B
Al - EERIER I Y R AR RSN IR EIN R R R AR
H RS EU RS R 52 A BT TR B R B R e b s S b g
B > WEHETR B B R B M A S B T T
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@

WG2: Pre-market — IVDD

(formerly WG1a-1VDD)

« Chair: Ms. Emily Wu
* Acting Co-Chair: Ms. Sheryl Hsiao
« Secretary: Dr. Wen-Wei Tsai

* No. of WG members: 23

::;_.':_ 2012-2014
Missions of AHWP WG1a

O To assist AHWP member economies and other developing
countries to implement regulatory framework of IVD medical

devices
— Developing AHWP guidances on IVD medical devices on a TPLC
asis
— Providing r i and useful guidelines on how to

implement regulatory framework of IVD medical devices
— Facilitating ization and regulatory co gence

O To establish a platform of 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

@

sy 2014 Milestones

[ Development of Regulatory Guidances on IVD
Medical Devices

O Establishing a platform of regulations updates
and gap analyses

2014 Milestones
|
3 IVD Regulatory Guidances 1 Training Workshop i
« AHWP/WG 1a/PD005-007 « 1 international conferences
have been drafted on VD medical devices
regulations

@

== AHWP WG1a Proposed Documents

Doc. N Title Status.

AHWP/WG13/D001:2014  Comparison between Common = Have gone through TC
Submission Dossier Template (CSDT)  and public consultation
format for In Vitro Diagnostic = Tobe endorsed by AHWP
Medical Devices and the GHTF
Summary Technical Documentation
(STED) formats for In Vitro
Diagnostic Medical Devices
AHWP/WG? Role of Standard:

WG1a/D001:2014 of Medical Devices

(in collaboration with WG7)

Guidance document

and public consultation
= Tobe endorsed by AHWP
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= New Members (5 recruited this year)

Name MemberEconomy  Position Organization
Yu-liun Chan Chinese Taipei Director, Division  Departmentof
M.D., Ph.D. of Microbiology  Pathology &
Laboratory
Medicine
, Taipei Veterans
General
Hospital
Ms.SamaraZhu  China Medical Affairs ~ Alere
Director of China
&Regulatory
Affairs Director of
Distribution Asia

2012-2013 Achievements

Collaboration with GHTF to draft 3 GHTF Final Documents in 2012
Recommendationson the use of recognized standards in safety and

performance evaluation of IVD medical devices in 2012

3 AHWP guidance documents were developed and endorsed in 2013

(AHWP/WG1a/F001, F002, FO04)

3international conferences on IVD medical devices regulations were held
= May17-18, 2012 "Conference for Convergence on IVD Medical Devices Regulations"

~  Nové, 2012 "Conference for Regulatory Convergence on New and Emerging IVD
Medical Devices"

~ Sep 16, 2013 "AHWP WG1a-PAHWP-LSHTM Joint Conference on International IVD
Medical Devices Regulations”
a platform of dat d gap analyses
= AHWPWG1a Working Meeting, May 15-16, 2013

o oo

o

The 15t African Regulatory Forum for Medical Diagnostics & Pre-Forum Workshop, Jul

24-26,2013

~ The AHWP WG 1a-PAHWP-LSHTM Joint Conference on International IVD Medical
Devices Regulations, Sep 16, 2013

Development of Regulatory
Guidances on IVD Medical Devices

A

The 4-step Procedure with 4-Type of Doc

AHWP Final Documents
(including Guid:

o
FINAL  Resolutions presented in the 18th AHWP TC Meeting
/M Documents accepted, approved and/or passed resolutions
8 Avaisble ¢ AW el w4 AW ofchl documents
Step 3 .
P PROPOSED FINAL
W Documents prepared for approvals and/or resolutions
® Post on AHWP website + circulations > Call for Comments
see2  @proPOSED ¢ 2
® Documents discussed in AHWP and/or TC Meetings
B Post on AHWP website + circulations - Call for Comments
Stepl @ 1 , April 24-25, 2014
B Inicialed by: Chairs of Committees/ WGs / STGs / Secretariat
® Documents discussed within group members
o
Source: AHWP, Jun7,2012
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Establishing a platform of regulations
updates and gap analyses

@

.. AHWP WG1la Working Meeting,
April 24-25, 2014

O Themeeting was held in Taipei and was attended
by 2 AHWP WG1a advisors and 7 members
O Achievements:

— Revision of the AHWP/WG1a/PDOOSD Comparison
between the GHTF Summary Technical
Oocumentation (STED) formats for Medical Devices
and I Vitro Diagnostic Medical Devices and the
Common Submission Dossier Template (CSOT)

format for In Vitro Diagnostic Medical Devices

~ Revision of the AHWP/WG1a/PDO0GD Strategies for
Implementing a Regulatory Frameswork for
Affordable Access to IVD Medical Devices for
Infectious Diseases

Revision of the AHV/P/WG1a/PDOOTD Role of
Standard

1 the Assessment of Medical Devices

Discussion and agreement on joint review pilot
progt

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

ﬁ,m': AHWP WG1a 2" Working Meeting,

Sept. 3, 2014

o

The meeting was held in Taipei and
was attended by 3 AHWP advisors
and 9 members
Achievements:
~ Discussion on AHWP Proposed
Documents
« AMWP/WG1a/PDOOS — Comparison
betyeen IVD CSOT& IVD STED
* AHWP/WG1a/PDO0G — Strategies for
Implementing a Regulatory Framenork
for AAIVD for Infectious Diseases
 AHWP/WG1a/PDOOT — Role of Standards
inthe Assessment of Medical Devices
— Discussionon Future Work Items
© AHWP/WG1a/PDOOK-MD & VD
Definition
2
« AHWP common submission file for VD :
medical devices
+ Future Work Plan

o

Future Work Plan

Elements of Regulatory Guidance Documents  Ongoing/ Future Work

Regulatory Frameviork AHWP/WG1a/F001(2013) AH!

1/PDO0G (AAIVD, 2014)

VD Definitions 2015
Wil collaborate with WG1
Classification 2016

Essential Principles AHWP/WG1a/F002 (2013)

Standard AHWP/WG7-W61a/D001:2014
‘Will collaborate withIS0/TC 212
todraftIVD Std

Clinical evidence Will collaborate with WGS (2016-7)

Conformity Assessment 2015
Common Dossier AHWP/WG1a/FPD003(2013)  AHWP/WG1a/PDO0S (2014
AHWR/WG1a/F004 (2013)

IVD Labelling (Advertising and 20167
Promotion Materials?)
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Establishing a platform of regulations
updates and gap analyses

O AHWP WG1a 1st Working Meeting, April 24-25, 2014
00 AHWP TC Leaders Meeting, Singapore, May 9-10, 2014

O ad hoc Working Group Meeting with representatives of LSHTM,
PAHWP and ALADDIV in Hong Kong, May 19-20, 2014

O Conference on International IVD Medical Devices Regulations,
Taipei, Sept. 2, 2014

O AHWP WG1a 2nd Working Meeting, Sept. 3, 2014

O ad hoc Working Group Meeting with representatives of LSHTM
in Seoul, Nov 18, 2014

Al

e CONference on International IVD Medical

Devices Regulations, Sept. 2, 2014

O The Conference was held in
Taipei and attended by 239
people from AHWP, ISO/TC
212, MHRA and local
regulatory agencies and
industry.

O Topics covered:

— Regulatory Updates and
Convergence

— Product Realization: from
Concept to
Commercialization

Affordable Access to IVD Medical
Devices (Collaboration with LSHTM)

[ Development reference document on “Strategies for
Implementing a Regulatory Framework for Affordable
Access to IVD Medical Devices for Infectious Diseases”

[ Representatives of AHWP WG1a and LSHTM had an ad
hoc working group meeting to discuss the work plan on
affordable access to IVDs (AAIVD) in Hong Kong on May
19-20, 2014.

[ Representatives of AHWP WG1a and LSHTM had an ad
hoc working group meeting to discuss priorities for action
on inter-regional in Seoul on Nov 18, 2014.

A‘P AHWP/WG1a/D001:2014 Comparison between Common
aownumonaanon - SUDMIssion Dossier Template (CSDT) format for In Vitro

Diagnostic Medical Devices and the GHTF Summary
Technical Documentation (STED) formats for In Vitro
Diagnostic Medical Devices

O Scope of paper:
“This d

lies to all fall vithin the definition of In wo)
Medicol Device.
O Objectiveof paper:

~ Theavailability of summary

in agreed
jurisdictions, thus decreasing the cost of
establishing and documenting regulatory compliance and allowing patients earlier access to new
technologies and treatments.

- This d intended the diff b
tSEAH(‘.DY " d and the GHTF STED for 1
support building file for VD medical devices.
o summary
T h documents. Ihe(om

content of each document is
submitted toa regulatory authorky. nthis respect, the ASEAN CSDT for IVD medical
r VD the

combinationof the two documents form the basis of the I\HWPm(ommenmncMma
common submission file for IVD medical devices

= TheCsDT tions for use, as well as for
clinical evidence. The GHTF includ: q head ly, with

i judedinsep




‘ﬁ_”mmm AHWP/WG7-WG1a/D001:2014 Role of Standards

Ao in the Assessment of Medical Devices

O Scope of paper.

This document applies to all products that fall
within the GHTF document Definitior

Device

O Objective of paper:

ithin the definition of a medical device that appears

of the Terms ‘Medicol Device’ and ‘In Vitro Diagrostic (IVD) Medicai

e and support the development of inter
thatmay serve to demonstrate conformity with the
Medical Devices

nsus standards for

ipies of Sofety a

2 to conform with approps
persuade Regulatory Autharities to Introduce a mechanism for recognising standards that provide
nufacturess with  method of demonstrating conformity with the Essential Principles
support the concept that in general. the use of standards Is voluntary and manufacturers have the
to select alternative solutions to demanstrate their medical device meets the relevan
Essential Principles.

O summary:

— The present guidance services as recon

ndation to Regulatory authorities, Conformity Assessment
Bodies and Industry on the principle of appropriate use of standards in the assessment of medicat
devices from the development of recognition of standards. the use of these standards during and after
the transition period, revision of standards, and thereby the changes of the status, status of devices.

the end of " o recognised
standards
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