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oM B R 2 A A F A€ (Asia Harmonization Working Party, AHWP)ZE
22 [EEG RV RN I R EH 2 > 2R EfE A 3 KAV Training
Workshop ~ 5 4 K255 21 Ji& AHWP Technical Committee (TC) Meeting KE5 5
K755 22 JE AHWP Annual Meeting °

R 22 JE g Ryfi—1F 2018-2020 FHYA S £ ~ Bl 15 DL AHWP TC
ZLE/NH (Work Group, WG )EFEZ ERE - RITREERAZEE - AXFEGHAE
AH 30 {EAFEEIZ > #8i# 240 AT HIMER AN IR - K3
WEIN B E R Z e RS - S AEE SRR FEIEE ANVP TC & Me/N2
Brestas i TIE/ N (WG2- IVDD) S Z 220 BROEF —17 4 ARURE S -

JART 3 K Workshop > BREGELFE/DSHIBRI(E ~ EORE ~ #rinss - ¥ E] R
MEIRTR S B E s ARRER 7N Wit H ATE R s RN Hr EaEE
FIFEB AT BE —FEEEFE  (Medical Device Single Audit Program, MDSAP)
MDSAP) ~ SO 13485 fE2AE 5 7 ~ BEPREABSIRET - 3D I R A T Bl o

55 4 RAYEE 21 J& AHWP TC Meeting » HH AHWP TC R WG e EfTRAFT &k -
W TC Reas WG HYERSHes TAFAER PRS- AF SRR TR W02 T4,
& BEREEL VD EanE EAHRTE S SCIFDUR IS W02 s TAF ks -

55 5 KAYEE 22 JE AHWP Annual Meeting #EfTHr—(ERYSEHTEEEE » dhE2KPE
ooy Mr. Zamane Abd Rahman (Chief Executive, Medical Device Authority,
Ministry of Heal th)¥&{T: AHWP A F 1 > B/ ESHbfTfiz{E Mr. Ali M. Al-Dalaan
B AHWP TC B ERE » REZSEROEINEF L W62 T —8 » AXFgHE
LA E O By AHWP 25 31 & B -

BASEEE (Keyword) © SMESFRESMARGERNIE (AHWP) ~ BRI E
amYE (IMDRF ) ~ B&pRastf B FER% 5% (MDSAP) ~ PR
I%Tﬁ% (ASEAN) ~ SRR BRI E (APACMed) °
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oiNEREE S A Al® (Asian Harmonization Working Party, AHWP)

% 1999 FFEHHFRE ~ FERg ~ REOREE - FA& - Brims - JEEE - Bk - HIJE »
ZR[E R EIREE 10 {E e ME A5 3E =~ AR AL AL - 2SR B Fe I B B RS
MERZ S > WWEHAARFRVE S - & EffEEE N ~ BFEM -~ BN INSFEE
ATEA 30 ELREEI A E 2 (member economies ) » il & EFE T ETER K ZE
FESULER - HAREEIPEAHS BB EATM (1iason members ) » DUHENT 2FK
BRSSP AR EEOK ~ FE P B 7 AT - RIS 22 B 25 g 106 4 12
H 4 2 8 HIEENEE R EE, T BFE T 3 KA Workshop~ 55 21 Ji& AHWP TC Meet ing
K228 22 JE AHWP Annual Meeting °

o8l ANNP & BB Z B RFETSOMESE - WFHUARZERHE(E AHWP TC
Z W62 BRSN2E R FREs A IVDD AR/ NHERE - A AT S H AR [FIRE W62
T2 EERIEE T 4 NEHE g% - DS E GG 2 B2 I
st E L VDD TAF/NHZ SRS HERE RORAHRE - S ARF AR E & E K
IRE TR WG6 > DUHAE R B B pR e i1 B B 2 BieR K e D e T PR R B
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® - iBE
— ~ KJE AHWP F&F 25 gag - REHRET K 1.5 KAY AHWP Capacity

Training ~ 1.5 KAV AHWP TC Workshop ~ 1 KAVEE 21 J& AHWP TC Meeting f 1

RHYEE 22 JE AHWP Annual Meeting @ Rylidh 5 K » HRREEZRA T » K@it

sFHERIE LI — - SRR E AR RIRGL AR T -

HiH | Ssk//EE)

12/4 | AHWP 25 afhlm: S B A & S BT

12/5 AHWP Playbook Training Workshop

12/6 AHWP Playbook Training Workshop and TC WORKSHOP

12/7 % 21 J& AHWP TC Meeting

12/8 5 22 J&E AHWP Annual Meeting

FAh > B AHWP £ 25 & 3Rzl - WEl BB NIE (LAY N2 B e i
TAE/NGH (WG2) T > TR b S s T 65 W62 HHRARK BB HE 5 2 s > it 12/4
THBREERF AV sehieg k= A6 W62 mEm T s TIENE -
AR TAEE » FESmOEEEAY "Label and Instructions for Use for In
vitro Diagnostic Medical Devices | f&5 |5 01 » $15F W62 5 B NERFTUREE
R FER R > AR CAEEREEAR - AR EE AT SR
TREAST 3 (R RN T RWG2 LIE g s BEAR TIFHENE « [N ARG
IREHE WG2 T —EHA(107 42 109 ) TAETE H - B W62 pk B2 % W 15 5m
TER WG2 RARTAEZ 25 « ARGHRSIIERE 11 EER - 25 14 fuGEa T
r®) -

5 ¥4 et
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1 | ZE85UERGOE e & mEEYEHE  WG2 TF

2 | Mr. Albert Ka-Fat POON | & WG2 Bl %

3 | Dr. Petra KAARS-WIELE | f#[5 Abbott 23 5] ; AHWP TC g

4 | Ms. Shelley TANG BOMAT TGA BINE & WG2 B

5 | Ms. Marriamah FEZkEEE MDA E 8B s WG2 &
KRISHNASAMY

6 | Dr. Paulyne WAIRIMU £ 0 E & (Pharmacy & Poisons Board) ;

WG2 K&

7 | Mrs Nutchnat ZZE ThaiFDA B & ; WG2 ik &
KITTWOURANON
Dr. Reba CHHABRA EIENIBEA » WG2 kK&

9 | Mr. Young Wook, AHN H%E MFDS E & » WG2 ik &




10 | Ms. YoungSook Park HE[E] Abbott /NE] - WG2 K&

11 | Mr. Sanoj VD ESHIBT AR S K AE] BD A HE
PRABHAKARAN WG2 &
12 | Mr. Daniel CHANG FEH Giraffes Pharmaceutical 23 =] 5 WG2
d=

13 | Dr. Adelheid SCHEIDER | #ril# Roche 22 E] 5 WG2 kK &

14 | Mr. Christopher CHAN R TR sehe + WG2 ik &

TR HESE BT RSN
IR (12H4H)

B HEERE RS i - BA - mg s 2 B AR
G554 1S0 13485 B3R/ 48 ~ B PE R Al R AR E F SR R R s B R B S i
BRSPS EE AR AR (Ministry of Health and Family
Welfare)#E T 82 W A AE P2 i 57 (Central Drugs. Standard Control
Organization, CDSCO)E & Dr. G. N. Singh ~ Dr. Jagdish Prasad ¢ ABd
e B e 3 PRIER A AHWP K& 0% (Chair )&= MFDS E & Dr.
Hee-Kyo Jeong CLJmERRIR » HUREIAI GRS - HI(E AHWP KEE(E
f&# (Vice Chair) BT E & Mr. Zamane Abdul Rahman DACEE 5 545766
55 - 8k o

B > EHEIREE C(DSCOEE Dr. V.G. Somani /M 4R[S B & HH A IR o
o HERHEIESREMEH FELEJE F Drugs and Cosmetics Act(D&C Act,
1940) & Rules(D&C Rules, 1945) » SfE{bAHBEIERER - 12 2017 £ 1 H
31 H/V 45 Medical Devices Rules(MDR) » i 2018 /£ 1 H 1 HALHEA - i#
45 D&C Act FTi%s 2 B3]R8 > REHAE IR 2 2018 £ 7 H » W&
SIS EIHA H AT HARL (E H 2 717 > BIKREEES EIHAH fIE - MDR #TRR A&
ZIE D&C Act BUERTHEMAVIERI A S - BIEEMEL ~ 4 7E - BRI KX
HES > T -

Hri e R R e R E e R 2 557 By A~B~C~ D Hh:VU{EZE4R - Hrp >
EREET A - FrERS N2 ETE M IR R BE AL ~ G C B D SRk VD EEdn > &
[ o DB RE (Cent ral Licensing Authority, CLA)FEHIEES » %>
Ay > HEELTEE A (Drug Inspector, DI)H#EFT o 5550 > A B B HAR B
anfYEE R EH o 7 E S S EE R (State Licensing Authority, SLA)
PR HES - S E oy 2 B TR E 2 B8 = J7adso R (Not i fied Body, NB)
AT o BEAD  FTRUE R - B S EE ~ da ABRRE > W R
HIZEAGERFEZE (Clinical investigation, CI){EEE -

B B AR R (Heal th Science Authority, HSA)E & Dr.
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Rama Sethuraman 7M4A% BB 4B HUAR BH - HERBIHTIIS 2 2007 498
fhfdEEE mEEZ (Heal th Products Act)f% @ JebABEhf Eiitg & T By gL
AL 2010 FEAE R ER A AR T2 (Heal th Products Regulations) » %
WY T ETAN B sa MBS A Y —F8 o E4h 0 Dr. Rama Sethuraman F#R1]
FE RO IR S B E BR TS Bt - Gt AR 2 cn iy b i R AR A s il
FABSCEEER] - DIE 8 2 i s, -

54N HHAEAZSEAE 2 Mr. Hiroshi Yaginuma /148 H AEEME
HUER S $e e A R e 8 8 P RS FnfR B » A BB B4k
T BFESEE N B Se & (Priority review) ] ~ AR
#Z A (Conditional approval )il &gt ¥ 2 IRE B MM 2 SiEEE
(Forerunner Review or SAKIGAKE Review) ik » 0720 BHE AR 25 848 IEAE 12
HREHE A% DI E B ERN(Real World Data)RYfEA @ 2t
MR T TE a8 (Pragmatic trials) Zf&er -

FT|o2R (12B5H)

KHBESE—KRHAY Playbook Training Workshop » 55—355H1 AHWP BT
BIERE Mr. Zamane Abdul Rahman s%f# PR noEZ e (ASEAN) fEEH T
BN AR B ES M IAEES o 12483155 Dr. Vincent Lam sEfAESR 2SI MRE 1%
FERI G AEr VAR BB TR S B R e M S T Uty - N A B eh R
MFDS #9 Dr. Mijung Son f@AR T E T RH A 0 s i B i e M R R S BB n T A5 N
R BHEREZATE Mr. Arthur Brandwood SSfF{E 7 2E1H O 1S ARG IR
SHERELEESY » 183855 Dr. Benny Ons ZKEEfi# 1VD MEAEEH(LHHRE AH -

KHSAE MR WG6 2 FISERE - T 5% B Dr. Vincent Lam > /%
FE AP ER TUV SUD 2 4248 » 71 By WG6 B2k - AHWP — [E1 %7 IMDRF #Y
fE5 [BUAHERA TAESTEME ER - BATFFZ IMDRF (kB A AHWP
a5 e BRI A ARGS9 2R BE W66 H AiER A IMDRF 3 4453244 »
£1%4 IMDRE/MDSAP/WG/N3 ~ IMDRF/MDSAP WG/N4 - IMDRE/MDSAP/WG/N11 K
IMDRE /MDSAP/WG/N22 » E:pN 2588 By AHWP TC WG6 “Z{4: » 4% AHWP i ]
BIE BT S & E EH A - 3SR B & BB RE nT B s i
AT 2 B ~ BRLIRE 2 BE T Rl GREEK ~ BT B AL T | B s
MEERFERXTTZE | (MDSAP) 2 i U AR T ~ B S8 R al n e
EHERIEFSE - JISERIELYET 10 A0 > T R A T ERR 2 F > B
RERFTEESEHESN » HINEEIFE Dr. Choi Jang-yong /NMABHZE B 5
STERSNN > FaEH I SRERIE T R S B IMDRF U 2 PR - FEamE
EHRFEMEATR WARBRRE TR EAFEE LS NE 2 T IRIERE K
TR B E AP EEHIE E o oI B i S g SR MR
FAHE] - 55 AHWP & BB HAT—2dRE 1S0 13485:2003 1E BB EEs it

7



FHEMEEEZGEK - AH 2016 FEHRRAMARE 2019 3 ALLHEE
JifAR] > & & BEEAERNER >N - BRMESEEES » P mEkE Kk
FRE S B IR BN EM ER A B A EORER B E[E B, -
AR e o INDRF B~ B B —FEf%2 7% (Medical Device Single
Audit Program, MDSAP)ZRRE A A2 AHWP TC WG 6 TS & ska T amy £ B
H 2017 FRECE A TG R - & B BIEERHTZ )T Z R B AR
ZEEFRRE -

E3XR(12H6H)

AEEESS —RAY Playbook Training Workshop @ F ZEaifE FiifeZ
w7 MRE  EE I E M A8 Mr . John Ramesh S&fi# - i1& B (L5 R 25
Mz 4948 &2 MR CH B AR T > MR N BRI
ZE A R REEL - BEE D S el i7{3 FDA B9 Dr. Nazeeh S. Alothmany
s i - g A eT I 15 B S i T B OR B H AT D S P A B R 38 4R
15 - 2% E AT AHWP TC Bl 3% Mr. Br Alfred Kwek 2RERHAEE & B4R
TR e B A R AR R R B S g Al R e A B IR 2 M A B 2 U BE -
NAEZEFEEITH B -

4455 Playbook Training Workshop 1% » F4FEZ2HE TC Workshop N
Ko EHoZPEnn KEER i & (Asia Pacific Medical Technology
Association > f&jfH APACMed) FHHERST » #4555 Abbott HY Ms. Ann Graves
F L Tele-medicine & e-Heal th sifTEs A #0E 2 JE s > 1850 LEE
MEARER A - 18 2eHEERE MFDS #Y Dr. Jang Yong Choi 2K F 5% 3D ¥l E[1E& &
e R AR A #D > 768 S - QUS R ~ BTG ~ ERPRE S - A RS
B R EWENE - RETHLHE 2 S TEH | SEBEER TC
Workshop ° 55 1 S5 EIEIEEEFAFH Indian Industry Workshop °

FTA4XK(12HATH)

% 21 J@ AWP £t B g(TCOEHN S HEMM > 5 HERNEEANE
Fo AUWP TC iR AR/ NERRAE R 3 FREREFFI 4 » 2 AR AR s
BRI T

TfE/Nel 41 3 FESREH

Guidance on regulatory practices for Combination products

Guidance for minor change reporting

Wel Handbook for Approval of Patient-matched Medical Devices
Using 3D Printers (Target endorsement Dec 2017)

Regulation and treatment of e-IFU and e-Label of Medical

Devices - Review of International Practice (Target

8



endorsement Dec 2017)

WG2
(FKEE
LX)

Guidance Document for Definition of the Terms ‘Medical
Device” and ‘In Vitro Diagnostic (IVD) Medical Device’
Guidance  Document  for  Submission Dossier  for
Demonstrating Conformity to the Essential Principles of
Safety and Performance of In Vitro Diagnostic Devices
Guidance Document for Classification of IVDs

Guidance Document for In Vitro Companion Diagnostic
Devices

Label and Instructions for Use for IVD Medical Devices
Guidance Document for Conformity Assessment for IVDs (to
be endorsed 2017)

WG3

Guidance document on Qualification of Medical Device
Software

Guidance document on Risk Categorisation of SaMD(Software
as Medical Device)

White paper on Pre-market Submission requirements for SaMD
White paper on Cyber Security for SaMD

WG4

Review and update the existing WG4 guidance documents on
Adverse Events (AE) Reporting

Develop guidelines on Adverse Events (AE) reporting for
PCI devices

Review and update the existing WG4 guidance documents on
SADS

Survey report on post-market control of medical devices
(2017)

Analyze global and local adverse event report practices
of medical devices (2017)

Update the post-market resource center, the hyperlinks
submitted to the Secretariat for sharing at the AHWP
website (2017)

WG5

Review and update the existing WG4 guidance documents on
Adverse Events (AE) Reporting

Develop guidelines on Adverse Events (AE) reporting for
PCI devices




Review and update the existing WG4 guidance documents on
SADS

Survey report on post-market control of medical devices
(2017)

Analyze global and local adverse event report practices
of medical devices (2017)

Update the post-market resource center, the hyperlinks
submitted to the Secretariat for sharing at the AHWP
website (2017)

WG6

Reviewing IMDRF proposed documents N8R2 and N24R2
Finalizing Importer & Distributor Guidance doc.
Conducting training session during annual meeting on I/D
adopted guidance documents

Aligning WG6 documents with WG7 documents

Reviewing IMDRF final document N11 &N22

Reviewing IMDRF final document N3 &N4

Reviewing IMDRF final document N5 &N6

Submit the IMDRF documents for comments as draft proposed
documents for AHWP ME

Conduct training session on MDSAP document

Conducting training session during annual meeting on IMDRF
MDSAP guidance documents

AHWP/WG6/NXPDRX <DRAFT> Guidance on Understanding the
Roles of IMDRF documents concerning auditing

WG7

Participated 1SO13485 handbook, (25 Sept), reference AHWP
guidance document in bibliography. Definitive guide for
[S013485 worldwide

Revised TAF MD9 (21 June), reference AHWP guidance
document in bibliography, and included provision of up to
50% reduction in auditor man-days if the entity 1s an
importer/distributor during 1SO13485 certification.
Involved 1in 1S014971 drafting committee, 15024971
drafting committee, DGuide 63 drafting committee, and PMS
processes 1SO TR20416 drafting committee - to release all
standards and TR by 2019.

Attended every ISO TC210 plenary as AHWP representative
for 3 consecutive years.

WG8

Create List of Recognised Standards used in AHWP member

10




economies

e Continue interaction and exchange progress

China
e US implementation and experience
e EU MDR requirements
e Industry practice and lesson learned
e Update China progress
STG (U&N) | e Share the status of AHWP countries

practice
e EU roundtable to understand EU requirements on UDI

in 2018

guideline

with

international platforms for UDI and nomenclature status
e Exchange progress and knowledge during CIMDR in Aug. in

e Visited US FDA in 2017 to get more understanding of US UDI

e Shared the IMDRF guidance documentation with WG members
and extended the possibility of adopting IMDRF document

e Alignment to adopt and transform IMDRF document into AHWP

FSK(12H8H)

AHWP 35 22 EE S i< H 2R 1T > EHHE] R AHWP 7 B5e F el % > AHWP
BIERE Tran Quan il AHWP R G S ERZ MM —RE 7 - BRSEHG e AR L
55 34N > WkF LB SE R SL T (Playbook FUARRFES|) FeksEE » ¥
o SR S K RE ST > [FIFF IR RS BRI 2R W EEE
HCEEGETTIRA TAE - 2% > B AHWP f51iiZ B & T FE Ali Al-Dalaan 748
Hits 2017 FEHY TAERGR - HAR At TrE/NER 12 H 7 HAVHREE
B .

5 HEEIZHRRRE ~ B ~ si R&E &g (APEC) MR F iR e (3
7% > ASEAN) e 5 B0 K AH B B PR AH Ak T i FL SR B3R 0 - 1R HR AHWP BIATT
P& Bryan So fEai KA S EUEIRY | (g BHEHE (Fa) > X
GigNRAEZE iRy AWP 55 31 (& B - BE TC S U EEE1H
1 ~ et WG9 - DU FHAEEFEHIEEE > W MFH#ETT AIWP #r—(E
(2018-2020) Z <Hh#EeEs - BEERLGERANT -

AHWP

Chair Mr. Zamane Abd Rahman, Chief Executive, Medical Device

Authority, Ministry of Health, Malaysia
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Co-Chair

Mr. Gao Guobiao, Deputy Director General, Medical Device
Registration Dept., China FDA, People's Republic of China

Co-Chair

Ms. Quan TRAN, Vice President, Regulatory Affairs, Asia Pacific
Medical Technology Association (APACMed), Singapore

AHWP TC

Chair

Mr. Al1 M. AL-DALAAN, Executive Director, Saudi Food and Drug
Authority, Kingdom of Saudi Arabia

Co-Chair

Dr. Jeong-Rim LEE, Director, Cardiovascular Devices Division,
Ministry of Food and Drug Safety (MFDS), Republic of Korea

Co-Chair

Mr. Alfred Kwek, Director, Public Affairs, Edwards
Lifesciences, Lao PDR

AHWP TC Work Group 1

Chair

Mr. Park Seil, Assistant Director, Division of High-Tech
Medical Devices, Ministry of Food and Drug Safety, Republic of
Korea

Co-Chair

Ms. Kate HyeongJoo KIM, Director, Regulatory Strategy &
Innovation, ASPAC; Director, Regulatory Affairs, North Asia,
Johnson & Johnson Medical, Republic of Korea

AHWP TC Work Group 2

Chair

Mr. Wen-wei TSAI, Technical Specialist, Division of Medical
Devices and Cosmetics, Food and Drug Administration, Ministry
of Health and Welfare, Chinese Taipei

Co-Chair

Ir Prof. Albert KF POON, Professor of Practice (Biomedical
Engineering), Interdisciplinary Division of BME, Hong Kong
Polytechnic University, Hung Hom, Hong Kong

AHWP TC Work Group 3

Chair

Dr. Youngwoo Bae, Assistant Director, Orthopedic & Restorative
Devices Division, Dept. of Medical Device Evaluation, Ministry
of Food and Drug Safety (MEDS), Republic of Korea

Co-Chair

Mr. Tony YIP, Associate Director, Regulatory Affairs
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APAC Grifols (HK) Limited, Hong Kong SAR

AHWP TC Work Group 4

Chair Ms. Jennifer MAK, Senior Electronics Engineer, Medical Device
Control Office, Department of Health, Hong Kong SAR, China
Co-Chair | Ms. Kitty MAO, RA Director, GE Healthcare, Singapore
AHWP TC Work Group 5
Chair Ms. Yuwadee PATANAWONG, Director, Medical Devices Control
Division, Food and Drug Administration, Ministry of Public
Health, Thailand
Co-Chair | Ms. Sumati Randeo, Director Global Strategy, Regulatory
Affairs & Advocacy, Abbott Quality and Regulatory, Abbott
Laboratories, India
AHWP TC Work Group 6
Chair Mr. Abdullah AL RASHEED, Compliance and Enforcement Excutive
Director, Saudi Food & Drug Authority, Kingdom of Saudi Arabia
Co-Chair | Mr. Vincent LAM Chee-Choong, Senior Product Specialist, TUV SUD
Product Service, TUV SUD, Malaysia
AHWP TC Work Group 7
Chair Mr. WANG A1 Jun, Director, Center for Food and Drug Inspection,
CFDA, People's Republic of China
Co-Chair | Mr. Ee Bin Liew, Owner and consultant, Access-2-Healthcare,
Singapore
AHWP TC Work Group &
Chair Mrs. Salbiah Yaakop, Senior Principal Assistant Director,
Medical Device Authority, Ministry of Health, Malaysia
Co-Chair | Mr. Tony LOW, Director of QA/RA and Human Performance,
Commissioning Agents International, Malaysia
AHWP TC Work Group 9
Chair Ms. Jun LI, Division Director of Medical Device Registration,
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Medical Device Registration Department, China Food and Drug
Administration, People's Republic of China

Co-Chair

Ms. Victoria QU, Director Regulatory Affairs, Global Strategic
Regulatory Abbott, People's Republic of China
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S~ VSHER

HE Ry AHWP SHERRIAE Z — > TR 227> AHWP QHAGK P2 (L E 2RI - 1%
AR PR LB REs A 2 GBS BB 2 25 TR R —
& AINP KRG )5 g BEIREE » WHS G BEIR TR IR E 2 B - B8
AXIRESUEG - IR R R AR BIERERATER L - I AT AR AHWP EE%2
BURER 7 (7] BARETE 5 (BRI » TRl BA R B R A BB S B AR AT RE &
TERS > NMERETRT TR BIFRRE R TRRE L BB 2 BRI 5 - BT
B MHRAE SR e ARG NVE B - B ir AiE i B ANWP BPRAH AR
FARRH SRS R B A B E s

ARNP J& AR BAPRER AR I T Z SHA - AR 59— B B PR Bt i AR
s 8 IMDRF 4H4% - FRE SRS - H TLIFHE HEBER T mERE BB 2 A+
ETRRI B SN SR BT ANVP (HAE BEIE 2 31 B - 7AR BRI AR A
(RPR A S e <2 S B EE A R PR 2287 - B By ANWP dHARIEA & &
REEFRAREG Rt AU IHE ph B - (EURHSER - W B AR
FHL 2018 £ AHWP -8 2 EIHESER - IREUAELRFESEL AINP AHR BN E
EEEA  EFACE RS AP fHEI S - B S & 5 B
FERE (R > DIEEIREL ANNP Z B E ] - DIREF RS I R Z HERE ST -

B NS BB R S TR NALED BN 2 TR A ST
AINP 51125 B €387 » LR AHVP 67 EUB12 B ) » 252 S IERISEHY AWP TC
W02 EREZ T AE IR SRS AP TC WG6 S5B) » AHVP 67 B
SRSTH A I — BT TS0 13485:2003 {5 BB SR b 32 5 BT
Tk SRE 2016 R ATIRE 2019 4 3 AERHEHE > &8 SR
A BT  TREDE TSRS L8 E S A0 » K ERE
PEANHHEE TS0 13485:2016 AHSHR1 » KB SRR ash S 2 M B 2 M
RIS A S BT - B INDRF = MDSAP AT 7 BAZEHESS » FARRER
IS0 13485: 2016 J MDSAP % 658 AF 28 SHAAE 11 » B A A 22 B AVP TC
WO6 AR » A LUEBERIERE T - e a & bR & & B S s
TAF - FEERELES AP (E ST - LIBIRIRE, AHVP A
A1 ST e -

it HERHETERLINE AP 5 AHVP TC 7 S B3 e S b 20 R EL BTN
AN IRRER RS AR AHVP B ANVP TC 2 SIBSHEE(EITY - Fianiat
R TRER AR (L B RN E LGRS RS BER
7 AHWP BERE4H AR S8 R (B -
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Day 1 (4™December, 2017)

Pt 1

R ]

N/ EB)

ma/AEA

08:00-09:00

Registration

AHWP India Secretariat

09:00-09:10

Welcome address

Dr. G.N. Singh

DCG(I), Ministry of Health
and Family Welfare, GOI

09:10-09:20

Welcome address

Dr. Jagdish Prasad

DG, DGHS, Ministry of
Health and Family Welfare

09:20-09:30

Welcome address

AHWP Chair —
Dr. Hee-Kyo Jeong

Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety,
Republic of Korea

09:20-09:35

Lamp lighting

Chief Guest and other

officials

09:35 -09:50

Inaugural address

Hon’ble Guest from Ministry
of Health and Family Welfare

Hon’ble Guest from Ministry

of Commerce and Industry

09:50-10:00

Opening Remarks

Mr. Ali M. Al-Dalaan

(TC Chair, AHWP),
Executive Director, Medical
Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

16




India Regulatory Update

* Brief overview India— opportunities for
medical devices sector, Presence of
Medical Devices and IVD industry,
Availability and affordability of medical

Session Chairs
AHWP Chair —

e Dr. Hee-Kyo Jeong
Director General,

10.00-10.40
devices. Medical Device
* An overview of regulations of medical Evaluation Department,
devices and IVDs in India. Ministry of Food and
* Recent updates/major policy changes in Drug Safety, Republic of
medical devices regulations. Korea
* Policy for Import / Export.
Major Policies for providing ease of
doing business towards growth of the * Sh. Sudhir Kumar,
Joint
country.
Secretary(Regulation),
MoHFW
Session Co-Chairs
e Dr. G.N. Singh
Drugs Controller
General (I), CDSCO
e Dr. S.E Reddy
Joint Drugs Controller
(), CDSCO
Presenter
e Dr. V.G Somani
Joint Drugs Controller (I),
CDSCO
10:40-11:00 Tea Break
11.00-11:30 | Singapore Regulatory Update Dr. Rama Sethuraman

An overview of regulations of medical

devices and IVDs in Singapore

Deputy Director,
Health Science Authority,

Singapore

Japan Regulatory Update
An overview of regulations of medical

devices and IVDs in Japan

Mr. Hiroshi YAGINUMA

Director, Office of

Regenerative Medicine
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Product Evaluation

Medical Device Evaluation

11:30-12:00
and Licensing Division
Pharmaceutical Safety and
Environmental Health
Bureau, MHLW
12:00-12:30 | South Korea Regulatory Mr. Seil Park
Assistant Director
Update
' Division of High-tech devices
An overview of regulations of medical Department of MD evaluation
devices and IVDs in South Korea Korea MEDS
Mr. Young Wook Ahn
Assistant Director
Division of In-vitro
Diagnostic Devices
Department of MD evaluation
Korea MFDS
12:30-13:00 | Australia Regulatory Update Mr. Michael Flood
' Ex-TGA, Locus Consulting
An overview of regulations of medical Pty Ltd Australia
devices and IVDs in Australia
13:00-14:00 Lunch
14:00-14:30 | South Africa Regulatory Update Ms. Andrea Julsing Keyter
An overview of regulations of medical Dep?lty DII‘CC.'[OI‘ - Medical
devices and IVDs in South Africa - Devices, National
Department of Health
Inspectorate & Law
Enforcement Unit, South
Africa
14:30-15:00 | Medical Device Single Audit Program Speaker needs to be
(MDSAP) confirmed
15:00-15:20 Tea Break
15:20-15:50 | Design controls, Risk Management, Mr. Fred Viaud

Verification and Validation and product

VP Quality & Regulatory -
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release

Philips
Philips Healthcare

15:50-16:20

Adapting your ISO 13485 to the new

Requirements

Mr. Grant Ramaley
Convener, Medical Device
Working Group for ISO
13485

International Accreditation
Forum,

Aseptico, Director of

Regulatory Affairs

16:20-16:50

Role of Technical Standards and updates

on international technical standards

Dr. Peter Linders

Director, Standards &
Regulations,

Regulatory Standards, Philips

Healthcare

16:50-17:20

Clinical Trial Environment - Australia

Dr. Catherine Bourgeois
Vice President, Field Clinical
Affairs, Emerging Markets &
ANZ, Abbott

17:20-17:30

Closing Remarks

Dr. Jeong-Rim Lee

TC Co-Chair

Director, Cardiovascular
Devices Division

Department of MD evaluation
Ministry of Food and Drug
Safety (MFDS)

Day 2 (SthDecember, 2017): AHWP Playbook Training Workshop

09:00-09:10

Welcome speech — TC Capacity Building

Program

Ms. Tran Quan

Capacity Building Team
Leader,

Vice President, Regulatory
Affairs, Asia Pacific Medical
Technology Association
(APACMed), Singapore
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9.10-9.20 Opening Speech Mr. Ali M. Al-Dalaan
Play Book Training Session (TC Chair, AHWP),
Executive Director
Medical Devices Sector
Saudi Food & Drug Authority
Kingdom of Saudi Arabia
Introduction of the 2 Day Training Ms. Joanna Koh
Program AHWP PB Program
Co-ordinator & Lead Trainer,
Principal Consultant
MDnet Regulatory
Consultants
Singapore
09:20-10.00 | Preparatory steps to MD Controls — Mr. Zamane Abdul Rahman
ASEAN experience / Centering on the Chief Executive, Medical
AMDD elements Device Authority, Ministry of
Health Malaysia
10.00-10:40 Mr. Seet Wing Gang
“Takes 2 to Tango” — CSDT/EP and Head Regulatory Intelligence,
standards Greater Asia, Becton
Dickinson
10:40-11:00 Tea Break
11:00-11:40 | Classification Rules GMD/IVD D —Why Mr. Greg LeBlanc
The Rules? Is there an alternative? M.Sc., RAC, Director,
Regulatory Affairs and
Quality Systems, Cook
(Canada) Inc.
11:40-12:20 | CAB Role and Grouping — A balance Dr. Vincent Lam
between Regulatory Controls and MHS Manager and Senior
Processes with the Economics of MD Product Specialist, TUV SUD
Industry Product Service
12:20-13:00 | Objectives and limitations: In-country Lab | Ms. Junya Onae

Testing

Manager, Asia-pacific
manager, Global Technology
Assessment Center, TUV
Rheinland
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Mr. Petra Kaars-Wiele
Senior Director Regulatory,
Quality & Labeling, Abbott

Diagnostics

13:00-14:00 Lunch
14:00-14:30 | Clinical Investigation and evaluation for Dr. Mijung Son
Medical Devices: Regulator perspective Regulator (MFDS) Korea
14:30-15:00 | Clinical Investigation and evaluation for Mr. Arthur Brandwood
Medical Devices: Industry perspective Brandwood Biomedical,
Founder and Principal
Consultant
15:00-15:20 Tea Break
15.20 — 16.00 | Panel Discussion: Clinical Investigations | MODERATOR:

and Real World Evidence

Ms. Sumati Randeo
Director Global Strategy
Regulatory Affairs &
Advocacy Abbott

Laboratories

Ms. Katy Peterson
Director, Global RA Boston

Scientific

Ms. Kate Hyeong Joo Kim
Director, Regulatory Strategy
& Innovation, ASPAC
Director Regulatory Affairs,
North Asia, Johnson &
Johnson Medical, Republic of

Korea

Mr. Kwan Han Ong
Regional Associate Director,
Clinical Affairs

Asia Pacific Regional
Associate Director,
Regulatory Affairs, APAC
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Dr. V.G Somani
Joint Drugs Controller (1),
CDSCO

16:00-16:30

Performance evaluation of IVD regulation

Dr. Benny Ons

Director of Regulatory
Aftairs at BD Diagnostics and
BD Biosciences Europe,
Becton Dickinson
International Becton
Dickinson B.V.

16:40-17:20

Closing Remarks

Ms. Joanna Koh

AHWP PB Program
Co-ordinator & Lead Trainer,
Principal Consultant

MDnet Regulatory
Consultants

Singapore

17:20-17:30

Affiliate Member

(1) GS1 Updates

(11) UDI Databases: Useful Tools for
Regulatory Controls.

How to utilize them in the MD Life Cycle
especially in referencing for Pre Market

Assessments

Ms. Ulrike Kreysa
Vice-President Healthcare,
GS1 Global Office

Day 3 (6th December, 2017): AHWP Playbook Training Workshop and TC

Workshop
09:00-09:10 | Recap of PB session 1 and intro of session | Ms. Joanna Koh
2 Principal Consultant
MDnet Regulatory
Consultants
Singapore
09:10-09:55 | Post Market - Medical Device Mr. John Ramesh

Post market for Digital Healthcare:

Cybersecurity prevention for MDs

Managing Director

TUV Rheinland LLC, Oman
& Regional Feild Manager,
Bussiness Solutions, IMEA &
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APAC

09:55-10:40

Post Market -

A Growing Global Concern: Counterfeit

Medical Devices

Dr. Nazeeh S. Alothmany
Vice Executive President,

Medical Device Sector, Saudi
FDA, KSA

10:40-11:00

Tea Break

11:00-11:40

Advertisement and Labeling

Mr. Er Alfred Kwek
Director, Public Affairs,
Edwards Life Sciences S PL

11:40-12:10

Panel Discussion on the PB Initiatives and
Road ahead

Moderator:

Mr. Scott Sanderson
3M Health Care,
International Regulatory
Aftairs and Quality
Compliance Leader,

Medical Division, Minnesota

Dr. Adrianti Anaya
Director of Medical Devices
and Household Health Pdts

Evaluation

Ms. Agnes Sitta Kijo
Manager, Medical Devices;
Diagnostics Registration,
Tanzania Food & Drugs
Authority

Mr. Grant Ramaley
Aseptico, Director of

Regulatory Affairs

12.10-12.20

Closing of AHWP PlayBook Training

Program for the Current Cycle.

Ms. Joanna Koh
AHWP PB Program

Co-ordinator & Lead Trainer
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Principal Consultant
MDnet Regulatory
Consultants

Singapore

AHWP Technical Committee (TC) Workshop

Mr. Ali M. Al-Dalaan

12:20-12:25 | Opening words by TC Chair
(TC Chair, AHWP),
Executive Director
Medical Devices Sector
Saudi Food & Drug Authority
Kingdom of Saudi Arabia
APACMed SESSION
12:25-13:00 | Device & Operation Risks of Ms. Ann Graves
Tele-medicine and e-Health: Regulatory Vice Pregdent,
Consideration across Jurisdictions International Regulatory
Affairs, Abbott
13:00-14:00 Lunch
1400:-14:30 | Regulatory on Medical Devices using 3D Dr. Jang Yong Choi
Printing — From Manufacturing to AE D'ep'ut':y Dlrector,' .
Reporting (¢.g. QMS, QMS audit, Division of Me'dlcal Device
pre-market submissions, clinical trial, AE Safety Evaluation
. Medical Device Safety
reporting and recall)
Bureau
Ministry of Food and Drug
Safety (MFDS)
14:30-15:00 | Diagnostic Devices based on Al and Big Ms. Nicole Taylor Smith
Data Analytics —Thoughts on Validation Senior Director, Global
and Risk Management Regulatory Affairs Policy &
Intelligence, Johnson &
Johnson
15:00-15:20 Tea Break
15:20- 15:50 | Panel discussion: Challenges and issues to | Moderator:

regulate an innovative medical devices:

Barriers and Enablers to development

Ms. Miang Tanakasemsub
Head, Regulatory Affairs
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(Asia & Russia), Alcon

Mr. Biten Kathrani
Director R&D for Boston
Scientific India as the
speaker) Senior International
Trade Specialist, Industry &
Analysis, U.S.

Mr. Matthew Hein
Senior International Trade
Specialist

Industry & Analysis

U.S. Department of
Commerce| International
Trade Administration
Office of Health and

Information Technologies

Sh. Somnath Basu
Asst. Drugs Controller (1),
CDSCO

Sh. Sunil Kulshrestha
Asst. Drugs Controller (1),
CDSCO

Parallel Session

AHWP TC Workshop (Parallel 1)

15:50 -16:10 | Changing global regulatory environment — | Mr. Jeongpyo Hong
opportunity and threat in industry - Manager,
focused on premarket Regulatory Affairs
Health & Medical Equipment
Business,
Samsung Electronics
16:10-16:40 | Pre- market approval — Essential Principles | Mr. Michael Flood

Principal, Locus Consulting
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for safety, quality and performance

Pty Ltd

16:40-17:00

Use of Real World Evidence in clinical and
regulatory decision from Industry

experience

Dr. Justin Yoo

Government Affairs

Health Economics &
Reimbursement, Manager
Corporate Relations
Ambassador

St. Jude Medical Korea YH,
Abbott

17:00-17:20

Post-market control of medical
devices-How far we have gone towards

harmonization

Ms. Jennifer MAK Kit-shu
Senior Electronics Engineer
(Medical Device Control
Office),

Department of Health
Medical Device Control
Office,

Department of Health, Hong
Kong China

17:20 -17:40

TGA Reforms for Medical Devices &
IVDs and Clinical trial landscape in major
countries in APAC

Ms. Mie Ohama

Principal clinical quality
specialist at Medtronic
Clinical Research Institute,
Interntional quality, Sydney

Australia

17:40 — 18:00

Q&A

Sh. Aseem Sahu
Dy. Drugs Controller (1),
CDSCO

18:00 — 18:10

Closing Remarks

Dr. Jeong-Rim Lee

TC Co-Chair

Director, Cardiovascular
Devices Division

Department of MD evaluation
Ministry of Food and Drug
Safety (MFDS)

India Industry Workshop (Parallel 2)
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15:50 -16:10 | Medical Devices Rules, 2017- Technical Sh. Aseem Sahu
Requirements of manufacture and import | Dy. Drugs Controller (),
of medical devices CDSCO

Sh. Ravikant Sharma
Asst. Drugs Controller(l),
CDSCO

16:10-16:30 | Medical Devices Rules, 2017- Sh. Ravikant Sharma
Investigational Medical Devices/new IVD | Asst. Drugs Controller(I),
approval CDSCO

Sh. Somnath Basu
Asst. Drugs Controller(l),
CDSCO

16:30-17:00 | Panel Discussion: Mr. Sanjay Arudi

Opportunities and Way Forward in
Manufacturing of Medical Devices (MD)
and IVD sector —“Make in India Program’
by Invest India (DIPP)

b

Senior Director Regulatory
Affairs Sustainable
Healthcare Solutions, GE

Healthcare

Mr. R. Asok Kumar
Vice President (QA&RA),
Johnson & Johnson Medical,

India

Mr. Himanshu Baid
Managing Director of Poly

Medicure Limited, India

Mr. Sudhakar Mairpadi
Director - Quality &
Regulatory

Philips Electronics India
Limited (Health Care sector)

Mr. Rajiv Nath

Forum Coordinator
Association of Indian
Medical Device Industry
(AiMeD)

Dr. V. G. Somani
Joint Drugs Controller (1),
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CDSCO

17:00-17:30

Q&A

Q&A

17:30-17:40

Closing Remarks

Dr. V. G. Somani
Joint Drugs Controller (1),
CDSCO

Day 4 (7th December, 2017): AHWP TC Meeting

Day4: AHWP TC Meeting

09:00-10:40 | AHWP TC & WG Leaders Meeting with AHWP & TC & WG Leaders
TC Advisors (Closed Meeting) & TC Advisors
10:40-11:00 Tea Break
11:00-11:05 | Welcome Speech
11:05-11:25 Opening of TC Meeting -Roll call Mr. Ali M Al-Dalaan
-Adoption of Agenda (TC Ch'alr, A_HWP)’ _
-Announcement of the Election Exe(?,utlve Director, Medlcal
Arrangement for Office Bearers of D'ewces Sector, S?udl FPA’
AHWPTC and AHWPTC WGs Kingdom of Saudi Arabia
Mr. Bryan So
AHWP Secretariat
Principal Consultant
Biomedical, Optical &
Precision Engineering Unit
Hong Kong Productivity
Council
Hong Kong SAR, China
11:25-13:05 | WG updates: WG Chair & Co-chairs
(20min each) WGl
WG2
WG3
WG4
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WG5S

14:05- 15:25 | WG updates (Continued) WG Chair & Co-chairs
(20min each) “WG6

-WG7

-WG8

-STG

15:45-16:15 | Highlight of AHWP PB Training Ms. Joanna Koh
Principal Consultant

MDnet Regulatory
Consultants

Singapore

16:15-16:45 | Speech by TC Advisors Representative TC Advisor Representative

Mr. Alfred Kwek
Regional Director,
Government Affairs/yHME

Samsung Electronics,

16:45-16:55 | Closing Remarks

Singapore

Mr. Ali M. Al-Dalaan

(TC Chair, AHWP),
Executive Director, Medical
Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

19:30:00

onwards




Day 5 (8th December, 2017): AHWP annual meeting

09:00-09:30

Opening Ceremony
-Congratulation Address
-Opening Speech by AHWP Chair

-Group Photo

Official, Ministry of Health
and Family Welfare, India

Dr. Hee-Kyo Jeong
AHWP Chair

Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety,
Republic of Korea

All Participants

09:30-09:45

Roll Call
Adoption of Agenda

Adoption of 21st AHWP Annual Meeting

Minutes

Dr. Hee-Kyo Jeong
AHWP Chair

Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety,
Republic of Korea

Supported by

Mr. Bryan So

AHWP Secretariat
Principal Consultant
Biomedical, Optical &
Precision Engineering Unit
Hong Kong Productivity
Council

Hong Kong SAR, China

09:45-10:15

Updates by AHWP and AHWP TC
AHWP

AHWP TC

Ms. Tran Quan

AHWP Vice Chair

Vice President, Regulatory
Affairs, Asia Pacific Medical
Technology Association
(APACMed), Singapore

Mr. Ali M. Al-Dalaan
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(TC Chair, AHWP),
Executive Director, Medical
Devices Sector, Saudi FDA,
Kingdom of Saudi Arabia

10:15-10:30

Mr. Bryan So

AHWP Secretariat
Principal Consultant
Biomedical, Optical &

Announcement of Election Arrangement
for Office Bearers of AHWP

Precision Engineering Unit
Hong Kong Productivity
Council

Hong Kong SAR, China

10:30-11:00

Tea Break

11:00-12:00
(15min each)

AHWP Member Economy updates
Mr. GAO Guo Bia

-China Deputy Director General of
Medical Device
Registration Department,
China Food and Drug
Administration

-India People's Republic of China

Dr. V. G. Somani
Joint Drugs Controller,
-Tanzania CDSCO, India

Mr. Mitangu Adam Fimbo
Director of Medicines and

Complementary Products.,

Tanzania FDA

-APEC
Dr. Arianti Anaya
Director of Medical Devices
and Household Health Pdts

- ASEAN Evaluation, MOH, Indonesia
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Mr. Zamane Abdul Rahman
Chief Executive, Medical
Device Authority, Ministry of

Health Malaysia
12:00-12:30 | AHWP Liaison Member Updates Mr. Fredrik Nyberg
(10 min each) | _5pacMed CEO APACMed
- DITTA
12:30-13:15 | Endorsement of New Member Economies | Ms. Carol Liu
(10 min each) | - Mexico (TBC)  To be finalized by AHWP Secretariat
AHWE Vice President, Regulatory
- Kenya (TBC) To be confirmed by Affairs. ASPAC
AHWE Johnson & Johnson
People's Republic of China
Speech by New Liaison
- GMDN (TBC) To be confirmed by
AHWP
13:15-14:15 Lunch
14:15-14:35 | Secretariat Updates Mr. Bryan So ‘
- Secretariat Report AHWP Secretariat
- Financial Report Principal Consultant
Biomedical, Optical &
Precision Engineering Unit
Hong Kong Productivity
Council
Hong Kong SAR, China
14:35-14:45 | Resolutions Dr. Hee-Ky'O Jeong
- Amendment to AHWP TOR/HR AHWP Chair

— Participation of WG activities
- STG change to WG
- To be confirmed by AHWP

Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety,
Republic of Korea

Supported by

Mr. Bryan So
AHWP Secretariat
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Principal Consultant
Biomedical, Optical &

Precision Engineering Unit

Hong Kong Productivity
Council
Hong Kong SAR, China
14:45-16:00 | Election of AHWP Leadership of Mr. Bryan So
2018-2020 AHWP Secretariat
- Briefing on Election Rules and List of Principal Consultant
Candidates Biomedical, Optical &
- Election Precision Engineering Unit
- Endorsement of Newly Elected Office Hong Kong Productivity
Bearers of AHWP Council
- Endorsement of Newly Elected Office Hong Kong SAR, China
Bearers of AHWPTC
- Endorsement of Newly Elected Office
Bearers of AHWPTC Working Group
16:00-16:30 Tea Break
16:30-16-40 Announcement of 23" AHWP Annual Dr. Hee-Kyo Jeong
Meeting Host Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety,
Republic of Korea
16:40-16:50 Speech by Newly Elected Chair of AHWP
16:50-17-00 Closing Remarks by Outgoing Chair of Dr. Hee-Kyo Jeong
AHWP AHWP Chair
Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety,
Republic of Korea
17:00-17:30 | The 6" AHWP ASL Annual General ASL Members only

Meeting (AGM)

(Transfer to another room)
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WG2 — Pre-market: VDD

AHWP Annual Meeting
7th Dec 2017

@

A Harmoncton Wrkin Py

Al P
Membership Status ""«","

Chair: Dr. Wen-Wei TSAI

Co-Chair: Ir Prof. Albert KF POON
Advisor: Ms. Shelley TANG

No. of WG members: 28

O 10 regulators
O |8 industries

@

Objectives 2015-2017 g

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.

| ol

o Providing rec and useful gi on how to
implement regulatory framework of IVD medical devices.

To support regulatory convergence through

O Participating in International/Global Organization collaboration
and activities. (e.g. ISO/TC 212, WHO etc.)

o Encoulagmg interest and participation of the AHWP member
ec in blishing and r ing the specific requirement
of IVD premarket regulatory control.

@
Proposed Work Plan 2015-2017 ==

Work Item Deliverables Action Plal
1 ne
11 Develop AHWP Guidance

documents Document

Definition of MD/ IVD Collaborate with WG
Mar 2015 to Dec 2015

Jun2015 to Nov 2016

(2) IVD Submission Dossier

(3) Conformity Assessment
for IVDs

(4) Classification of IVDs

Aug 2015 to Nov 2016
Aug 2015 to Nov 2016
(5) InVitro Companion Mar 2016 to Nov 2017
Diagnostic Devices

(IVD-CDx)

(6) IVD Labelling Jan 2017 ~

@
Proposed Work Plan 2015-2017 s

Work Item Deliverables Action Plan and
Timeline

Participate in Standard Attend the activities of
International/Global Guidance ISO/TC 212/WG3 to work
Organization Comment on standard regarding
collaboration and technical requirements for
activities (e.g. ISO/TC IVDs

212, WHO etc))

WG2 Activities 2015-2017 @

oGNS PARTY

2015

. WG2 I*Teleconference: | | Mar

. WG2 15 FTF meeting: | 1-13 Aug (Taipel)

. WG2 2 Teleconference: 13 Aug

. WG22" FTF meeting 2 Nov (Bangkok)

WHO IVD PQ progr g

v

2016

1. WG2 I*Teleconference: 17 Mar

2. HOIVDPQ 27,
3. Confer IVD Medical Devices tinical 13 July (Taipel)
4. WG2 I FTF meeting and 2 celeconference: 14 ~ 15 July (Taipel)

5. AHWP Annual meeting+ WG2 2* FTF meeting 21 ~ 25 Nov (Cebu)

2017 r

WG?2 |*Teleconference, 16 Feb

WG2 |* FTF meeting: | ** March (Hong Kong)

WG2 2" FTF meeting: | 1% -13% July (Taipei) -
. WG2 37 FTF meeting:4® Dec (India)

ENEETENN

@

WG Progress (1) wazE

‘Work Deliverables Timeline Progress Update
Item

| Confirmation  WG2 member st ©0Nov2017  28members intorl
of WG 10 Regulator Members;
membership + I8Industry Members

2 Development 1) Definition of MDI VD~ Mar 2015 to Documents endorsedin Cebu
of AHWP Nov2016 Annual meeting, 2016
g‘"‘"‘“ 2) Classification of IVDs  Jun2015 to

Jocument Nov 2016
3) Conformity Aug2015 to

Assessment for IVDs Nov 2016
4) IVDCommon Template Aug2015 to

for a Submission Nov2016
Dossier
5) InVitroCompanion  Mar2016to Documents to be endorsedin
Diagnostic Devices Nov 2017 New Delhi Annual meeting,
2017
6) Labeland Instructions ~ Mar 2017~ Workgroup draft document

for Use for IVD under revision
Medical Devices

Al

WG Progress (11) wesmm

|3 Participationin 1) Establish  2015t02017 + AHWP WG2 has joined ISOITC
International/ IVDWG 212 as liaison member to
Global representati participate in standard discussion
Organization onto and contribution from regulators
collaboration and 1SOITC andindustry’s point of view.
activities 212WG3 * Side meetings with WHO IVD PQ
team to discuss collaboration
jesaiding between the two
technical A Yo gope
*  Participate in WHO expert
pequitemen consultation on G6PD IVDs,
tsfor IVDs 26-28 Sept 2015
2) Provide *  Collect and consolidate comments
recommend from WG2 members on the
ations on WHD documents, including:
the specific Technical guidance  series
WHO IVD documents
PQ © Technical  specifications
program series documents.
guidance
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WG Progress (Ill) o

4 Collaboration 2015102017 + WGI: Guidance Document of
MDI IVD Definition, 2015

+ WGI: Survey on regulation and
treatment of e-IFU and e-Label of
MD and IVD MD, 2017

* WGS: Conference on IVD Medical

Devices Regulation and Clinical
Performance Evaluation, 2015

WG Document towards Endorsementat ,@p
the 22" AHWP Annual Meeting 2017,
India

[ No. | Title/ Content Type of Document

| Guidance for Approval and Assessment of In  Guidance Document
vitro Companion Diagnostic Devices (IVD-
CDx)

AHWP/WG2/P001:2017 — N X
Guidance for Additional Considerations to oo

support Conformity Assessment of Companion
In vitro Diagnostic Medical Devices

0 Scope of paper:
This document applies to all products that fall within the definition of Companion In
vitro Diagnostic Medical Devices.

0 Objective of paper:
This guidance document is intended to guide staff of RAs and CABs who are
assessing Companion InVitro Diagnostic Medical Devices (IVD-CDx) for possible
premarket regulatory pathways and assist manufacturers of the IVD-CDx to develop
and demonstrate relevant performance characteristics for their products.

O Rationale:

Recent di of scientific tech has led to the d of
personalized medicine for treatment. The process for selecting appropriate
therapeutic products, based on a patient's characteristics has grown in importance.
IVD-CDx provide information that is essential for the safe and effective use of a
therapeutic product, for example such information can be based on the expression
levels of genes, or the occurrence of any mutations. Guidance is required on the
process for collecting, documenting and assessing the performance of an IVD-CDx in
relation to the therapeutic product with which it is intended to be used.

WG2 Project highlights and notables A‘P
2015-2017 D

* 4 Guidance adopted and | guidance to be
endorsed in the current AHWP meeting

» Extensive collaboration with WHO, ISO and
IMDRF countries like Brazil.

[ RS e

@

Proposed Work Plan 2018-2020 =

¢ 3 Guidance and future trend study:

| Label and Instructions for Use for In vitro Diagnostic
Medical Devices

2. Advertising and promotion for In vitro Diagnostic
Medical Devices

3. Guideline for Approval of Reagent for Instrument
Family
Future trend study: Bridging LDT and IVD

¢ Support AHWP and TC in promoting and
reaching out with AHWP IVD regulatory
requirement harmonization

&

Thank you
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