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I F o B Hi2 3 I € (Asian Harmonization Working Party - f§ = AHWP) %
dER R MW ERFREHERLFBHEE L SRS SR E R R
FEAEHARAfrL ER B P EEEE R RET 23 BE R AHWP Riza
B %V & ¥ P £ 1 Saudi Food and Drug Authority (SFDA) 1 Dr. Saleh S. Al-Tayyar »
ARG AFFRENZ S EREER 2 c AHWP < 457 R j 3 &
(Secretariat) 2 $jiv% B ¢ (Technical Committee, TC) » i | ¢ + ¢ 7 8 B 1 iF/]
s (Working Group, WG) % 1 i # 7 iz 7%] % (Special Task Group, STG) » » ¥ % 4 &
T #4£E WGla-IVDD 1 i) i i « AHWP 2 1 & Z73 e = F R EH A &4 2
s g riksm R 2 & L AR ELAOREE b ARRE > B ERFR EH
1APWHE P REF LRREET KGR AA S NEAREFREHALAE
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AHWP =t & & By5- S-Plsd R ¢ 2 484 § ;& (Leaders Meeting) » #r5-% 1 i%
JEE ERES e ARERARGEE LB IITRAEE AR FREY . A%
2014 # AHWP TC Leaders Meeting > ¢ WGla 1 iv-] 231 A % £ & 1 2 WGlaa
T efhd B v Fh L A5 R B e pH 5103257 8p 35 11
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9 May 2014, Friday
Location: J&J office, 6F, Tower One, The Strategy, 2 International Business Park,
Singapore 609930

. Responsible
Time Agenda
Person(s)
Opening of Meeting Mrs Joanna Koh,
0900 - 0915

AHWP TC Chair

Adoption of the Agenda & Roll Call
0915 -0930 Joanna Koh

Objective of AHWP TC Leaders meeting in
0930 -1000 ) Joanna Koh
Singapore

AHWP TC’s current status

Individual WG work plan discussion

(i) Work items (previous and new)

(ii) WG update since the KL, Malaysia
meeting

(iii) Wrap up or handover of work items in o
1000-1200 All TC participants
view of Nov elections

(iv) AHWP WG future participation and
relation with related IMDRF WG

WG7: Finalize WG objectives and update on
progress

(Tea Break will be served from 1015 — 1030)

1200 -1300 Lunch

WG items in relation to AHWP TC strategic )
1300-1400 Bryan So / Lindsey
framework

Closed Door Meeting for TC Leaders

1400 - 1530 All TC participants
- Strength & weakness analysis particip
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- Upcoming AHWP Meetings in 2014 &
elections
- AOB

Closed Door Meeting for Advisors
- Playbook

- Feedback of TC progress to date
- AOB

(Tea Break will be served from 1500 — 1515)

1530 —-1545 Tea Break
Discussion on:
1. Strength & weakness analysis o
) ] ] All TC participants
1545 -1715 2. Upcoming AHWP Meetings in 2014 & )
) WG/Advisors
elections
3. Feedback for TC progress to date
TC Advisory Panel — Present-Future Roles TC Advisors & AHWP
1715-1800 TC representative
(TBD)
10 May 2014, Saturday
Location: GEHC office, 1 Maritime Squire #13-01, HarbourFront Centre, Singapore
099253
Time Agenda Responsible Person(s)
Recap of items working towards endorsement o
0900-0930 | . o All participants
in AHWP meeting in Nov
Playbook progress to date & discussion
0930-1015 Joanna Koh
1015 -1030 | Tea break
Workshop items for AHWP Annual meeting | Joanna, Ali, Miang &
1030-1130
(Korea) Bryan
1130—-1200 | Summary Discussion & Closing Remarks Joanna Koh
1200-1330 | Lunch




FrgRMFE R

I F o B Hi2 3 I € (Asian Harmonization Working Party > f§ = AHWP) %
S e WAL RFREHZRLIFPHE I SIS S kR
BEFREMERArLEL mH P Wz e § | AL e 4517 % 2t (Abu Dhabi) ~
;¥ % (Brunei Darussalam) ~ # 3 % (Cambodia) ~ #4](Chile) - % /& (Hong Kong SAR,
China) ~ & & (India) ~ & £ (Indonesia) ~ %) & (Jordan) ~ i) § = 7 £ ia(Kingdom of Saudi
Arabia) ~ i ®(Korea) ~ % E(Laos) ~ 5 k & Iy (Malaysia) ~ @« (Myanmar) ~ & L #73
(Pakistan) ~ ¢ B < px (People's Republic of China) ~ 22 % (Philippines) ~ &7 4c 3
(Singapore) ~ = 2-(South Africa) ~ #* = 4+ (State of Kuwait) - ?\ ] (Thailand) ~ 4% 2
(Vietnam) ~ ¥ F* (Yemen) 2 % % ®(Chinese Taipei) ¥ 23 B R 7o f ¢ B B 32 9 H 4«
oo B W e g 2 & R & (Tanzania)#k 14 » AHWP 2 ¥ 5 383t 2 &

AHWP & ¢ d p o ¢ B GARB L 242 F R L H 4 r o

AHWP =~ ¢ 27 3 5 f2 a(Secretariat) 2 # w4 B ¢ (Technical Committee,
TC) w4 f ¢ £ ¢ 7 8 B it/ % (Working Group, WG)2 1 B#skizis | &
(Special Task Group, STG) » 4 %] = WG1 Pre-Market Submission and CSDT ~ WG1a
IVDD ~ WG2 Post-Market Surveillance and Vigilance ~ WG3 Quality Management System
WG4 Quality System Audit ~ WG5 Clinical Safety/Performance ~ WG6 Capacity Building
and Regulatory Training ~ WG7 Standards ™+ % STG (N) Medical Device Nomenclature
FolleegEak ARIEELFFRFFT A AHWP 2 p EEE &5 ¢ £ F
BEHZ SRR EEAHWP X ol R 2 £ L& T 83T AHWP 3
TR egETHAD %‘r%ﬁ-‘/%: B4+ 7] 2 (WGla-IVDD)2 & - AHWP 2_ 3 & T 53 (232
ZFREHAST DI G REER > LA BT AP E LR OREL R ARR
FoupsrtRFFETLABHS S0 &Y AR FR FH P2 AR
REAR S KGR A A HGERRF R B AR -

AHWP *+ & & 295 St | € 454 ¢ 3k (Leaders Meeting) > ¢ AHWP + ¢
AREPEWLR AR AFF DL IF 02 FrRiEir ] B2 IR HARE

6

’



TERAEE AR ERE] 0 0 kP &S B R AHWP Bt
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B & AE R B(TC Advisors) » ik 2 ] B4R 4 N F B & 7@ L5 454 € kY 7~ idshir
LR ) F AT A AHWP e S £ 552 AHWP & R+ ¢ Eresta M £ 2

h 2014 L F R B AR frg et | g AA & R (AHWP TC Leaders
Meeting) » d S L& T % R 2 Fid > LA A S B 103E£5 7
8P 257 1L P > FYgEd Foc s X f kB2 AHWP &1 (e e p 1 (Fie R 2
ARG TP FRD AL E2 WCGla 1 i e kA% C e AR

RE g LR 0 T ESEARF B2 HEFEA o 2 R e

A= €3kd AHWP < ¢ 2 /4 Dr. Saleh S. Al-Tayyar * &4 F € 1 & Ms.
Joanna KOH % I 2 3% » gt ivt | g 5™ & 1 17/ 2 (WGs) %2 F7R 243 2 (STG)
ApAh B € o xR d |6 AR B(TC Advisors) 2 % R ¥ 2 R4 ¢ (Regulatory
Affairs Professionals Society, RAPS)#% 7 & Dr. Sherry Keramidas + ¢ %2333 » & ¢

F’ 7&{; ﬁm]—#ﬂﬁ i~drd 1957 o

i
' Eeapa H /R 7 # iz AHWP %3
=
1 | Dr. Saleh S. Al-Tayyar Saudi, Arabia Chair
2 | Ms. Joanna KOH HSA, Singapore TC Chair
) Johnson & Johnson, Vice-chair
3 | Ms. Lindsay TAO
PRC
_ SFDA, Saudi Arabia TC Co-chair &
4 | Mr. Ali M. AL-DALAAN )
WG3 Chair
. Ms. Chadaporn TANAKASEMSUB | Zimmer Medical, TC Co-chair
(Miang) Thailand
GE Healthcare, Advisor to Chair
6 | Ms. Quan TRAN )
Singapore

Hong Kong Productivity | Executive Deputy

7 | Mr. Bryan SO .
Council, Hong Kong SAR | Secretary General

8 | Ms. Ming-Hao TAN HSA, Singapore WG1 Chair




9 | Mr. Alfred KWEK Sumsung, Singapore WG1 Co-chair
10 | ms. Emily wu TFDA, Chinese Taipei | WG1a Acting Chair
11 | Ms Stella EANN ITRI, Chinese Taipei observer
12 | br. Wen-Wei TSAI TFDA, Chinese Taipei | WGla Secretary
MDCO, DOH, Hong WG2 Chair
13 | Mr. Jennifer MAK Kong SAR
14| e e gin LiEw C.ooperVision, WG3 Co-chair
' Singapore
15 | Mr. Abdulah AL-Rasheed SFDA, Saudi Arabia WG4 Chair
16 | Ms. EH. CHO Abbott Vascular, Korea | WG4 Co-chair
17 | Ms. Yuwadee PATANAWONG Thai-FDA , Thailand WGS5 Chair
18 | Ms. Sumati Randeo Abbott Lab, India WG5 Co-chair
19 | pr. Rama SETHURAMAN HSA, Singapore WG6 Chair
Terumo BCT (Asia WG6 Co-chair
20 | Mr. Jack WONG Pacific) Ltd , Hong
Kong SAR
21 | Mr. Lupi Trilaksono MOH, Indonesia WG7 Chair
22 | Mr. Tony LOW Malaysia WG7 Co-chair
23 | Mr. Philippe Auclair Abbott Lab, Belgium TC Advisor
24 | Mr. Michael Gropp Medtronic, Inc., USA TC Advisor
25 | Mr. Leighton Hansel Abbott Lab, USA TC Advisor
26 | Dr. Petra Kaars-Wiele Abbott Lab, Germany | TC Advisor
27 | Mr. Greg Leblanc Cook Medical, Canada | TC Advisor
Philips Healthcare, TC Advisor
28 | Dr. Peter Linders Netherlands
29 | mr. Benny Ons BD Europe, Belgian TC Advisor
30 | Mr. Scott Sardeson 3M Health Care, USA | TC Advisor
Hong Kong Secretariat
31| Ms. Carol LIU Productivity Council,
Hong Kong SAR
MFDS, Korea deputy of Dr Roh,
32| pr, Jungyoon CHANG observer
33 HSA, Singapore observer

Ms. Wong Woei-Jiuang




34 | Mrs. Sirinmas Katchamart Thai-FDA, Thailand observer
35 | Dr. Sherry Keramidas RAPS, USA by invitation
J&J, Singapore local host
36 | Ms. Patricia Teysseyre representative,
observer
GE Healthcare, local host
37| Ms. Kitty MAO Singapore representative,
observer

A1 B AERRDZER {2 HL Y WGl 1 17 mmm e
CSDT # STED 2 v+ $> £ 4F £ 38 {7 ¢ 2 1 €31 P & § A4 F * #4 (Medical Software)
e ¥ % & 113 21 (Medical Device Grouping)4p b A 2 0 L 3  JEF &R F * I
WARERE » FEGAPM PN E RO B SR v e, a4
v AR 1 1T 4 ’T‘ BAc s > M L seE o ¥ b Ms. Joanna KOH 534 » -3 g
xR g FHEDE > blde WGL T ik LA A 2 R i) (e WGla
LF-mFH WG & FHALEFH2Z WGle b F F ¥ fHE) ¥4 t]
BREORTESAR > Ms Joanna KOH 2 83k P & AL U R > 7" AR 22§ H

A pFT R T AHWP £ & €37 ie— #3438 o

BEOJARNALIPEDBHFL WClad (7] BRAIFA) 0 ¢ F5 4 & BRIE
A3 EA L ETE R B AP M AR PR LER SR B AR EE G
2L T A S 8T R B 3 4 (Affordable to Access IVD, AAIVD) 2 £ iFig & -
T KL ISO/TC212 2. & i¥% 1 i¥3 p - # ¢ [Role of Standards in the Assessment of
Medical Devices | £ & > F]p % #— 4 %51% BHEMALEF R FHARMARER Y 2
PR e WG7 1 15 2 givd ) @ AAIVD R G ERiG5* s &
#F ¥ £ 1% (London School of Hygiene & Tropical Medicine, LSHTM)z_ & i¥3+ % - =
B LwpEita ARy > LA BRARAEL WGla 1 5] ke o ip hf B R SBIGRR

GRIRRGE ( =R R S L AR E R S

FohoWG2 1 fF ] 4R e kA2 1 (TEFEM L % A Gk 4 & s(Safety

Alert Dissemination System, SADS)z_ & ifg2 & Vg * > 1 2 2 2§ 2 dRprfed A8

©
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T EF Rl Ak (FE B AR 23 F R B2 0 {o ¢ (Global
Harmonization Task Force, GHTF)} B # 2% 2 252 A%~ > T3 2%
Bt s AR ARIL G N2 A 2 o Ms. Joanna o 0 F M AE 2R
FRE SR REH T R IT ) 4z 17 ® % (Association of Southeast Asian Nations,
ASEAN) ¢ 3% 343 > 7 = WG2 1 15/ e %4 o ¥ > WG3 1 iF | dp2 » e 2=
GHTF &k suiph ~ 22 & ~ S4'F g2 Y % 2 542 ISO/TC 210 ¢ ] T
#735 1SO 13485 {5 < 12 o f4 3 itk fRAc g ok 3R .E'_#« BB R T2 LT ERE S

AHWP = ¢ 2 AHWP 3% ¢ 2R % o

FoboWGA 1 i ete s sfEe e m A bR BHEAEINAS VR ¥
RS R SRR ST 2 LR PR _%;Fif?ﬁ%ﬁ%] * T (Importer) 2 5 41 75
(Distributors)#] 45 & A~ i > T B A FF R % 29900 - PFL | ¢ 4K
FiEZRWGC3 2 WG4 A 1 iv | s ivr A T RTRY D ESHAZHE > 11T
e #79% 1SO 13485 > Ms. Joanna £ 3% WG3 2 WG4 1 %] &2 & 0% 77 ¥ 3 g » 2
FHEBEEERD T ERY ATR WG 1B ez 2 iFRER 0 ¢ RS
ISO/TC 194 s #3435 B ISO 14155 :xon ¥ & > T it 38 (T iRk 25k AP B A 2 2 2

REBFR > NFLEBRTRA AR AR 22 By o

F¥ o oWGE6 1 i ] f4pm e =4 2110 22 2R F £ 4 0 & ° sl
EABRT VIRE R BARRR LR A T P DIPRGRART i € G TRl R R o
Fa ) e F AR T R R R TSR GRS E B 1 TE ) R
PR e BRI HGRR S s BB R E 1 1T o HFL R
BHER IR F T TS K RPgARRP 2L hikdy > & £ 9L &2
EFEH P ch e WGT 1 18] aF 2 304 » d 303%1 18/) k3 2013 & RATHR =
A ERY LT EAMRL T e HRE PR ERPET k2
31 iFrE ot £ A M R E(Standards) 2. B2 R F oM A F2 K D HEE T o
foPEE g AR R FHRE R AHWP SRR R endp bl 1 (538 P > 53 { PRz i

mAl3 E) KR 0|
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¥ b 5 B FREM & ¢ (Medical Device Nomenclature)3#z% 1 i® |- & (Special
Task Group, STG):&E & L #7304 » ¢ 35 58 > 3% FhEH & % % ¥(Global Medical
Device Nomenclature, GMDN) ~ & *% Pﬁ e FHiE R E % 4 (International Medical
Device Regulators Forum, IMDRF) 2 + 7 fg2 ‘= % (World Health Organization, WHO)
EFREME LenfpM L T 2o d Bl A GMDN B E 2 T AL
TP RE A %751% B4+ H - )i ik %(Unique Device ldentification, UDI)-L %1
Fék o1 v 2p B FE IMDRF £4% UDI F3%k2 22 % L > HItn AL
Bkt xR % 5 BF R FHEE P A% (China International Medical

Device Regulatory, CIMDR)4p B 1 % € 3%+ 3134 ©

ek TR A EFFFARM I ERED > o e B L T g Bt
TR FREZ RN froMs Joanna AR EFHIFL | ¢T3 7] w2 JFHE - ¥R
HART Mot A 2 R RE RS TC g3 ! > D& £ AHWP ~ ¢ 30> 1 iF 5

e gy BRI BEE AL 2977 o

22 20 BREE LA

A L
WG1 Pre-market, including 3 sub-groups
WGla General MD (including combination
products), Chair & Co-chair
WG1b IVDD, Chair & Co-chair
WGlc Medical Software, Chair & Co-chair
WG2 Post-market (covering on all types of
MDs), Chair & Co-chairs
WG3 Clinical Performance and Safety (name

to be further confirmed), Chair &

Co-chair
WG4 Quality Management System, Chair &
Co-chair
WG4a Implementation and Operations
WG4b Audit, Assessment, and Enforcement -
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(post-meeting remark)
WG5 Standards, Chair & Co-chair
WG6 Training, Chair & Co-chair
STG UDI, Chair & Co-chair

71;5,‘ »Ms. Lindsay i£3% > 7 B 1 i) Eedfih > ART L MK 1 =7 > pla
BB Al (0] ez A Fdeg FHEF o v EOFEPEE T o R RMD T i

TOR i :tm A3t~ ¢ ¥ 330 o ¥ 0k o 30 g b mediniied i ¢ 4 K B(TC Advisors)

4

*z AHWP 2 4g §= [f] ~ * (Terms of Reference, TOR) » & 7T = AHWP # ¢ #
SR LTS 0 §RARTF LR EN RS HEL R LA EH AR

EHEREERPETFE > £ d 37 TC Chair £ 37 & 0L 384 #d 23 ™ AHWP

2 #RR](House Rule)i™ 2 Ap b i~ » & R E L | §AER 2 L 2 -
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FRIPERFEREL L J > H AN RRFP T
AF TFDA § A 3R AHWP 3¢ 205 5 B €& 4 ¢ >t iz AHWP < §
Bli A2 AHWP WGla 1 e[ 21/ » = TFDA ¥ i RREF A o
2% B AR E S AHWP < & 2 & Rt e AHWP e bt &
FEMm: LRERES R TFDAFF § 3 AHWP e s ¥ £ P jE iz & &
Mfﬂ;}[—;t._l 1\]5;]?5*21?1;\ K;&_ﬂ/@( P’F’f—’;}'i—i Ed [‘]r}ai\.[‘]b itz ,&5?’53
PARFHAAMAF SRS UBERPN FHAAMAF DY
HEPN FFER R G RN FHA S ERRRR
RAF R BEHRE AP HR R L FHRP & TR FREHRA
%%%ﬁ%iﬂi%ﬁiwwﬁﬁﬁ’éﬁ?ﬁ'WW\i%%%%HW%
FHRVPHALE A B L RFREM LML 2 FRFREH
Rk Fo P A RFREHE LR A RN RGP FE R R
§ 0 EHEN - BB RS REREREE R T L REFN AP SR
pEFEFREMASTRRRE L REDP ¢ H A ARFHA S B
B 0 e o
ol RFERT Sk 2 FE L PM o B ARREY %
ﬂwg@%ﬁ;%a?w¢a’*vmwp ¢ By o BApsRS R
AE O RAFNFHLFRGHRIN AT I A v R o T E A v RRES L
TR T ARG L R R R WIREA ot S AR JR
a5 4% o
A A RY O RAARFFEHERLAE
FREMASASHMIATFHEHAS I A2 X224 o3P ¢
AR T L FM YT R L S F R F B
ERFHE) FLHBEE A A A FHAERFIAF TR - 3 B
PFRENIE REF L TR RGP A A L i o2 J 2

P\ 2R A _j f\),;l’%ﬁi, 12:'? Z‘]—?’; ;‘K;J‘%—‘if%; jfé—‘,ul p%ﬁi%ﬁ- oy E X J‘F'—Bﬂ“jz'}l\
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1=

WG1la -1VDD Update

Members of AHWP WG1a
[ el Bl 0 D

1 Emily Wu | Chinese Tapei | Division of Medical Devices and Cosmetics, Food Reg
and Drug Administration, MOHW
2 | CoChair | Ms Ena Chen | Chinese Tapei | ADbotl, Tawan
e & 3 | Secretar | Mr Wen-Wei Tsai | Chinese Taipei Division of Medical Devices and Cosmetics, Food Reg
Chair: Ms. Emily Wu A and Brig fon HOF
. . . 4| Advisor | Nancy SHADEED | Canada Health Canada, Device Licensing Division Reg
Secretary: Dr. Wen-Wei Tsai Medical Devices Bursau
5 | Advisor | Dr. Pelia KAARS- | Germany ‘Abball GmbH & Co, nd
WIELE Inéemational Regulatory Alfairs & Division Labeiing
6 | Advisor | Ms. Shetey Tang | Austalia Stellar Consulling nd
7 | Advisor | Mr Benny Ons | Belgium BD Ewope ind
8 | Member | Ms Maria Cecllia | Philppines Certer for Device Reguiation, Radiation Healh, Reg
MATENZO and Research - Food and Drug Administration
; : Departmen of Healtn
AHWP TC Leaders Meeting, Singapore P -
9 | memoer | Or. Repa inaia Head of Diagnostc Division, National Instute of Reg
May 9-10, 2014 Chhabra Biologicals, NOIDA
10 | Member | Mr Sheknar india Ortho Clinical Diagnostics, a Johnson & Johnson nd
GANU ompany
1 | Member | Ms Fanin LU | Gninese Tapei | Division of Medical Devices and Cosmetics, Food
and Drug Adminisiation, DOH
42 | Member | Mr Abert KaFat | Hong Kong, China | Hong Keng Govemment (retfed) Reg
POON
13 | Member | Dr Jane TSAI | Chinese Taipel Biomedical Technology and Device Research ng 4 | fember | . Gritina Indonesia Prodia Diagnostc Line, PT e
Laboratories, Indusirial Technology Research ndjaja
nsiitute 25 | Member | Ms. Jiliame Coles | Australa Aere nd
14 | Member | MrLun AuYeung | Hong Kong, China | Medical Device Conlrol Ofice, Depariment of Reg s Shong Wi
e oo 26 | ermper [ Mo Sheng-ien [ chinese Taper | B0 Tawantong Kona ng
15 | Member | DrPhana Chieng | Cambodia Ministry of Health Reg 27 | Member | Dr YuJiun Ghan | Chinese Taipei | Taipei Velerans General Hospital Cthers
B | enbar E;r;m"”’ Cambodia Ministry of Health Reg 28 | Wember | Mi Danel Chang | Ghinese Taipei | Girafies Pharmaceuiical Go, Lid ]
to bo
17 | Member | MsJeong JinJO_| Korea Korea Food & Diug Administiation Reg Gonlirme
18 | Member | Ms Suhoung Thailand Food and Drug Administration Reg 9
19 | Member | Ms Mamiaman | Malaysia Medical Device Bureau, Minisiry of Health Reg
Kiishnasamy
20 | Member | Mr Sanoj UAE Becton Dickinson ind
Prabhakaran
21 | Member | MrMing-Che Chinese Taipei Center for Drug Evaluation Ind
‘Wang
22 | Member | Mr BryanSo | Hong Kong Hang Kong Produciivily Council ind
23 | Member | Ms LisaYang | Singapore PharmEng Technology Ple. Lid. Ind
2014 Milest AHWP WG1a Proposed Documents
Doc. N Title Status
i i ; AHWP/WG1a/PDO0SD | Comparison between the GHTF = Drafted and discussed on April
2 Development of Regulatory Guidances on IVD Medical | Summary Technical Documentation 24- 25WG1a 15t FTF meeting
Devices (STED) formats for Medical Devices and | . Will be circulated among WG1a
In Vitro Diagnostic Medical Devicesand |~ members & advisors in Q2/Q3
ishi the Common Submission Dossier 2014
« Establishing a platform of regulations updates and gap Toraniots (SO Toromat for 1 Vivo
analyses Diagnostic Medical Devices
AHWP/WG1a/PDO0SD | Strategies for Implementing a « Drafted and discussed on April
(in with y for Affordable 24- 25WG1a 15t FTF meeting
. LSHTM) Access to IVD Medical Devices for « Will be circulated among WG1a
2014 Milestones Infectious Diseases members & acisors i Q2/Q3
2014
ZVDIRoaLIgtol 1 Training Workshop AHWP/WG1a/PD007D Role of Standards in the Assessmentof |« Drafted and discussed on April
Guidances ) [ ) Medical Devices 24- 25 WG1a 1st FTF meeting
= Will initiate the collaboration with
WG7
« AHWP/WG1a/PD00S- + 1 international
007 have been drafted conferences on IVD
medical devices
regulations

AHWP WG1a Working Meeting, April 24-25,
2014
The meeting was held in Taipei and was

attended by 2 AHWP WG1a advisors and 7
members

Achievements:

Revision of the AHWP/WG1a/PD005D Comparison
between the GHTF Summary Technical
Documentation (STED) formats for Medical Devices
and In 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 Reguiatory Framework for Afiordable
Access to IVD Medical Devices for Infectious Diseases

Revision of the AHWP/WG1a/PD007D Role of
Standards in the Assessment of Medical Devices

Discussion and agreement on joint review pilot
programs plan

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

Proposed Topics of IVD Medical Devices
Regulations Conference

. Tobe held in Sep. 2014

» Proposed Topics
- Regulations updates (US, EU, Canada, Australia, Malaysia)
. Safety and performance evaluation
- Harmonization and regulatory convergence
+ Speakers (to be invited)
- Regulator or Expert from US, EU, Canada, Australia, Malaysia
. Professor Rosanna Peeling (LSHTM, UK)
- Representative of ISO/TC 212
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Affordable Access to IVD Medical
Devices (Collaboration with LSHTM)

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

» Representatives of AHWP WG1a and LSHTM will have
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.

ISO/TC 212 Collaboration

» Scope of Activities: Standardization
and guidance in
= In Vitro Diagnostic Test Systems
Laboratory Medicine
« Applying for participating members
or observers of ISO/TC 212

- 2013/4/13 ISO/TC 212 email to invited
AHWP as a Category A liaison

Thank you for your attention!
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