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— ~ AHWP Playbook Training Workshop (11/21~11/22)

AHWP 1A 2014 EJE/NAR " AHWP Playbook for Implementation of Medical
Device Regulatory Framework ; SC{f > & B a @1 M ARSI ZE
& - KAWMMMmﬁ ﬁ%ﬁﬁ PHEE A AR - ETRTEOREL E iR

B E SRR > SR TN BRI E T o & o BEE
EENgEIAN #EF AHWP Ktz Ba 2 /N2 Ens et TAE/ N (Work
Group 2, WG2) ¥ TIEersk » WEas WHO (R8s » & LR ZTE WG2
1BE TAIETEE Z L5382k W62 B WHO i85 /F 2 mTRE 7 a1 A Sk

— ~ AHWP TC Workshop (11/22~11/23) K TC Meeting (11/24)

BEEZHN AHWP HifliZZ B € (Technical Committee, TC) ZE¥E” Workshop °
R TC TR/ INEAAT Z Bofr& s BRFER B AR B R PSR« HhAD
A TC Meeting B » DL AHWP TC 22 WG2 TAE/MNEFRE B4y - £ FasF%/ 40
Z TAFHEE RASKHAE] - f R EE B2 E -

~ AHWP Annual Meeting (11/25)

AHWP 225 CLHIE 32 (455 30 - MAEEH#SA 15 (3 RERGE R -
FghimE B AL (Bahrain) ~ [ (Oman) ~ fTHI{EE & KA (United Arab
Emirates, UAE) R (Zimbabwe )3 4 ERFETHIA AHWP > & F7R#E5 IMDRE
APEC ~ ASEAN e HAAR REEIPRAHAS » Hees S AHARER W 5 A H A ~ R -
ENFE ~ BB ~ JEEEEG AR > eI > MO > o/E RS
QAR /B A 2 FEEE -

FEILFEGRIGHE > REFHGRRENGEBRINCEHEN 28 EEEFWM 55'8
7 SRl B B S A 4% 2 B e A B B AR s T R AR > HUSAHR e e > A
IR REIER S ERE -
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BASEE (Keyword) : oiMEHREas /AR ERAIE (AHWP) ~ EIPR SRR as 4 A0 E o smE
( IMDRF )~ R e nr B 5 f & ( ASEAN) ~ SR ffp Bt e A4 455 (AMDD) ©
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N RS AR A® (Asian Harmonization Working Party, AHWP) 2 105
F11H 21 £ 25 HFEFEEEBEFETEITE 21 BEG 2593 0 %4084 20 F Rt
AL INSHEFEFRIEA 26 MEBERIAFE S (nember economies ) iEEFET
BT S EFE SR - HAREEIPEAE AR B S5O (1iason members )

Fs 81 ANWP & B 2 B RRIETIORES » REZ MEIHHATWERER (JEE
AHWP BB TR ) HEZSUERIE (B ANWP £iiiZ &G 2GS N2 s asts
IVDD TAF/NHES ) ek A 8% 17 3 ALFEHR g - USBFEEHTRE 2
BERE > WA e FERIAEE T4 VDD TAE/INH 2 ZE 55 1 KR A KA
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11/21 | 08:30-17:10 | AHWP Playbook Training Workshop
08:30-12:10 | AHWP Playbook Training Workshop

AHWP TC Workshop (Standards Session) /

13:00-15:05
] SS— Updates on Philippine Regulatory System
15:20-17:30 AHWP' TC Workshop (Clinical Evaluation
Session)

09:00-10:30 | AHWP TC Workshop (Keynote Session)

11793 [ A TOTRRIED SR SRR

19:00-21:00 | Regulators Dinner (for invited regulators)

11/24 __(_)_8__9(_)_-__1_7_}_5__Th620‘[h AHWPTCMee tlng _______________________________
19:00-21:00 | Gala Dinner (for all participants)

11/25{ 09:00-17:40 | The 21st AHWP Annual Meeting
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BT Bk B IR R HAZZR » 20biE 1 (516 H) -

T BRNEHEgSE 2 ERANE > RHEECERA R
E|1IR (1121 H)

& H B AHWP $14F Playbook SC{A-FrER Ay &5 AHWP I il R B & 1% Al
Al-Dalaan Z{ECHER % > FERIE AHWP B £ % Tran Quan 854

Quan FEIEFF/LHE AHWP 2{r 3 Playbook XX A pBhe BB TR S H
By "REJUEEIrL,  (Capacity Building, CB) FifiBhayss )y » —FfEZ 48 - 3%
By 4 44 R T Asian Harmonization Working Party Playbook for
Implementation of Medical Device Regulatory Frameworks ;> f&5f# AHWP Playbook »
% AHWP 172 2014 FEJEAAR 2015 R BN ARG 2 5T & - S R34 TE AT iS4l
HHE 3 it & AHWP & & B s R es A RAVESRE K25 T H - 8 &
EE Y BRAESIESRETL - 1F 2016 F% » IR oy hlit 7 H & 8 AR
2 AHWP % S B R HHHHY Playbook W RE A IS » MHERIEYA 50 i E B2
F2> HAFSEIIBIEERER B 5 2017 £ AR A S48 - AHWP 5%
THARE M EARR - A0 Bz N ERVEE JTeF G TR -

B A H Playbook #1965 ZE/Y F 2 Joanna Koh » & AHWP it Z 2 &1
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AL - S0 HATC 2R AE R AR - R ) & B AR AR R A B HYER L
difeF] Playbook SCAFHYEEEENE: - BLAG A fhBISE & A Ao AT > M H AT B2
B b EREEHRER IR - MRS AR A BT YR > ATE Ry
ANEESEE - ' EEHE RS - ENRES - BKirtscrt » ettES - BUEK
FECHATE AT ~ BRI EEGLSED © 2016 A AHWP TER EIBI AR Playbook
SIIRET - EORMETTERAIES - H UL ERYSZII B RS i e 5 DIBCEH
M HVEEIEA A REEELUE— TR - SUEERFYFH Playbook MHEEZE ISR -
bR T FEMRIREZ S A [E A AR - A ga 7 A fmil - s DU 25T
7z AN B E R E L ERYIERAL -

N Ry R BRI ST (ECRT ) Ay S RI& I A = F4F: Eric Woo
SRR A M VRS 2 2 R T4 - HS i B st > ARt iz
AITLRTTZRM Ry ¢ (EREIREESE ~ BUESE - SRPESE ~ BUT ~ SCUE%E - Ek
BUR o (REIEGERET A 0498 - RARIEBRIZEE - NEEE 80%E - AL
BT O FHRAE RS T L - PRECPRERSL - BRI Es b EARE AT B 25
Mo WEREOREEGRHY 2 o (HIE H pRE e fteyRE S - A — -
AR (R R S A CE AT - T ERGE R ETAL Epr B B 4%
PREERENE - DLTAPGEES 2 b e A

HEE (RN TE - ZEAEFSaMN ETREL - RENERETEA
FIH AR S 24040 Greg Leblanc » W 54 BA S ERES R SR M AR T Al
(GHTF) HYBHFE/NGH - SR EHES B2 M 22 2 MR B R A AR #EHIl (Essential
Principles ’ fif@ EP) » B {45 GHTF/SG1/N68:2012 K AHWP/WG1a/F002:2013 Wifs
X oy R (general ) KERSMA (additional ) WA%H : —feME EP OB 6
) Ty ETEM o TERSME EP (JERSNZEREM A 14 38 ~ BINCETEM A
12 380) FEHEE I EMEEAE  BOmRr a4 EP IICE - Seskifia e
BN ERE > RIHECER TR B - BEZAFTH EP B RESE » S| T EHEIRIE
HEANEME R - TTRBEIBETSARE R EEEIRTE K & EP TR Bk

(stratification) o ZHER » AIEEAlE G G EE mbV B 1T 8] - s R e
o A ERAVIEE 7T NE SRS EP B EC VS N B ARG ) - LGRS EE
TR BE R = E b E L B SR MR AL - [EIEF - IR R[S R A H B PR AR AR AT BREY - 5
S TR | (recognized standards) AYEBHATR » KD EP i
HIEEEIE -

PEGEFHTEE] TOV SUD WY B 2R PEEE 43 A EfF Vincent Lam » f& 7 BUHE AT EZ

TR T e PR Es M Rl S A R ESE - J52: 8 Notified Body Operations Group

(NBOG ) HY{E BIR#+5E 4 (Best Practice Guide, BPG) &14E : NBOG BPG 2009- 1

(Guidance on Design-Dossier Examination and Report Content )~ NBOG BPG

2009-4 ( Guidance on Notified Body's Tasks of Technical Documentation

Assessment on a Representative Basis) s NBOG BPG 2014-2 (Guidance on the
6
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http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n68-2012-safety-performance-medical-devices-121102.pdf
http://www.ahwp.info/sites/default/files/ahwp-files/7_Documents/7_Final_Documents/Final_AHWP_WG1a_F002_2013.pdf
http://www.doks.nbog.eu/Doks/NBOG_BPG_2009_1.pdf
http://www.doks.nbog.eu/Doks/NBOG_BPG_2009_4_EN.pdf
http://www.doks.nbog.eu/Doks/NBOG_BPG_2014_2.pdf

Information Required for Notified Body Medical Device Personnel Involved
in Conformity Assessment Activities) 2§ 3 JESZ: - HH4) - BUEShFZ & 155
R M HVEREIREEL - eSS MHRETE 5 AL 2EE R EZERE2  MEDDEV 2.7/1

rev.4 (Clinical Evaluation: Guide for Manufacturers and Notified Bodies ) °

Btk — (R B B P B E S AHRE » BT Unser Solutions Pte Ltd
NEFER Seet Wing Gang @ fEf—HRIZR T E R TES (AMD) HIRTH: 4 #
7€ (Common Submission Dossier Template, CSDT #31E ) FrEMLEHT NN &1
BRSO i T SRR 0 B LA AN B St — WP R tRaZ A Sy CSDT
Bk Fo T AR E RN EERIEE - $TERZEREmAVE S E R - &R
Ggéraalamk o fEHERIELL - SRS AR —EEE - MERER
AR (ERESEAEEE) ~ Priglioy Ebs S S A ETE draf t " 56 ~ B
b rnd A TR M R, ~ (7 BB TP YRR 7 SRR RR (Gamma B AR
Ay BO JRE ) ~ TR IR AV ERIE 7 B - i b i ssEH PIE s s R
%R~ B SRR A A IR (IS0 58 & RfERE S ~ e o

B AHWP K& FilfTE s FE B 52 RIS (RS Y N2 e i an i A/ NGH(WG2 )
T TELE RO TS W62 MR BB E R 2 HE » FNS H AR W62 mi
TAEG » SR TIENE > DUER AHWP 527] W62 e B/ 2l et
F55 13 - 3% TAES =N 85 WHO IVD prequalification (PQ) team Y Ms. Robyn
Meurant 281 » R8T 2 &1ERI(% > H Ms. Meurant FA_L3REH VD PQ T{ERY
BN - IR WHO BHIE e 2 IR ED R - a8 A F e st g RIEHE
HEMAREE  EEATEIRESINER -

E,IR (11 B 2H)

AV —AriEE > BF5EE] GMDN(Global Medical Device Nomenclature, GMDN)
PERENVAEEL Mark Wasmuth 7744 GMDN dfA 247 o i A S e es i R4 73 o
23,000 235 - W B EIRG T340 - AU e - A 80 (&AM L EERA
Fi GMDN %47 » MEBCABR GMDN 3% B E R es#1 BE—35 3 (Unique
Device Identification, UDI) Z&tH » HATA 5,000 25 GMDN Z 4y & S 1M
W » AR IOEIE A SN EEHYMIE - A]FERE A GMDN #ERETE tHEaRT - &Y
Pao sy Nz s o | 51

BE N ARBEE S E TR E R BRSNS - S HIERHR A F Y
B EMBERE R Terry Song FalZEF ME i imHy - iR B Rasi Ltk
BEUEEN T o) Ry tiE) (reactive) REHED (proactive) WiERsY - " #4&E) | Hf5~
HE PSR (FREEGRHBETEHNER) " X8, AIERTER
A R TR EE B ZE (PMCF study ) » JEASRERY > EAE R BT SE#E
B TRBR R E R R R IFIR 5 R RN - [EEEE S R ARSI
MRS EEAG o S35 F B 22000 M | il e i E 2 » DUER S E A (E %2
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http://ec.europa.eu/DocsRoom/documents/17522/attachments/1/translations/en/renditions/pdf

SERE T - RERSEN R AT A AHRE LB TR -

ERNETENEERERTETIESE - AR e A asmmn kB Y Lk
B Sodikin Sadek FeftZEIRYVEHE RG] - BREMEEAEH > EIJERNIE
BER (34 84 ) - BULRZ (15 3,466 S ) - 5% B4R L HEE A B HRH -
LLTSO 13485 Rybt'HE Z 4 H0K - a8 BT MEE (GDP) ~ £#1 75174 CSDT ALE
HITR SR e m S B R RSB M Eml A Bl EEH
EEBEHEEFELL > 40 0 1 e-Regalkes : B4R LB 445 2~ e-Info -
B RUETEE MO SRV E R E AT - 3~ e-Report * BB AR A R AE
BANGA R IS 248 - 4 ~ e-Watch © MR REB(F45 TR X BB &
& - FEHZFELRGVEGEE > ZRIRM R EE B R B REVESRIHAE -

Fr T ENJE B3k EH F M BCRFTs S 2% 2 — » B R NS HIEEREN
ERBEES A > FHIER R EEE VB EEIRS AL E T EE - e A E AHWP Eak T
BRIy EFE % Maria Cecilia Matienzo 5% o 8 THEIERI 2014 422 H 25
HR R S se B3 > (B8 T B 180 (AR e E (BAKHE ~ A KE
AMFEEM) K 8 BRgsr2ltR - A 8l E - SRS RS EH
(Certificate of Exemption, COE) - M Ms. Matienzo FEMEHEEE T THS » FTHAN
(FHET 2017 4 2 AHH) JEREEEE RN TR S e B R as M fkP% 5 7% AMDD
5% > 73 F A~ B~ C K D ISR » Hph A FRANBREREM - Sl @A
7730 (notification) BUR] by » HerRIFEMKEFR &R fw%E CSDT S » &3
UEFESEECES (Certificate of Product Registration, CPR) #&15 b - HA
BRI E A EIRAED 16 FoRF S ) - iR a i o et ik - 8%
ThBIZEE T ERE > NS0 BHATFES | (Classification Rule Guide) »
gy N R AL - B RHERSS] - S ECHES[ (Variation Guide) @ DA
F RIS FEA 3T 8 E b B HE T EFET ] © 554b » FEBURFRENN ATl TE
o RAMNR 5 FAN - 2R E R AMDD f5-SHIERIRE -

E|IR (11 523H)

E—BEiRJeH AHWP BEEHYE 22 EREAT GHTF b 5¢/ NMEAYEZRCE Michael
Flood K Philippe Auclair > #2# IMDRF FRAT:FfF Fabio Quintino A » —[E)#E
TTHESE » R KRG algA B Rt as M AR I LY HESHEAR - WSR2 HY HESh BB -
VRSB ST

7E 24 F71 (H 1992 448 ) - GHTF BIPR4H %Fa A e B B as i AR Ay 2Bk
e > FEEK 20 4257 » HE58R% T 50 TEFES ] > BLFE Global Regulatory Model -
GMDN Jz UDI £ HE KREFRAVSLAF - MEUMA A IMDRF EIFE4HAS: - it 5e
BT 3 THEERE TAF > EfE MDSAP 517774 ~ RPS/ToC s {7515 f NCAR #E /7 %< >
WA 7 HAU L TAERRER BT - IR [EHE H g2l = A by B 158
> B0 B g+ 2014 FE355T AMDD B8R 234155 g 35 PAHO [EFE4H4E 2016
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http://www.fda.gov.ph/attachments/article/146828/FMC2014-005 - Updated List of Medical Devices required to be Registered Prior to Sale, Distribution and Use.pdf

FEFEREN REFRE T AS (REDIA) - BHEH 2016 FEZETHE LB RS
MBI CHIEST > BRI RIVHNE - HEEEANSEHEE BE - SERAH
TEEMABIZIEM - 5591 > BRER i iGE B S BRI R FREs A & B Eudamed >
G RS A ETE  BFE © QDN SRRSOk - UDI KBRS NA -
EmREG R ERE R o B EIEY AR DU TR A M Dr .
Auclair 525 HATBEEER A RIS B IRE A ECRERE - WAed ANVP fE= BHYE
AR 1~ BEAILARFERAEAYRER - INEEIL S BUAMREEAURAVAR K - 2~ JE
IEVERERAUERIIE R - ARG HE R (8 /Y% - 3~ FERT A EE ARG (41
&) ZHIFTETHRAEIEE) - SRS EE LGRS S (coherent ) @

FAEEI R (R E M ERE( Sof tware as a Medical Device, SaMD)
TREMERN - NARFIHIEE L& E gt et ayEamBEE (Software
Development Life Cycle, SDLC) #2 2006 fEfIE T IEC 62304 fE4E » MEZfEAE(E
Ky TREFE o BEAE 0 AR 1S0 13485 #Y T &, #4E o d IMDRF H$t ¥ SalMD #Y i
EEH A0 2015 4F 10 H 2 HIE /A6 IMDRF/SaMD WG/N23 FINAL: 2015 24
R —E L4 RS JIR A WELSCAFAYABRAZEET B2 1S0 13485 Kz £51{& IMDRF
BRI B E A SUER - HETTZIEEEYE] - IMDRF H A EEavE s - AlE
SaMD HYEGIREE(L - 2016 4F 8 A 5 HEHFHEZESHAITES (IMDRF/SaMD WG
(PD1)/N41R3) H.f#ck = R » 1 2550 FDA W AE H B 48_L 2 S AR B =55
ARSI EEE R -

ARH TR - AHWP KB r4aig B e B as i A ar B AR - B
72 MFDS HY Hye-kyung Son > BUegElEs B as i B HAS I —fE/ gk BH © B
A TAERRAMEDS A 1,774 L BT » Hr 207 (IEERESM 2R BEEM
FEMHVECR ~ B R 2a il o SSERERIR GHTF/ IMDRF Eaiifl » e mestt v
Ry 4 (E5FgR > 32 2,225 (B - F—F8 (GEER ) BRI ERaE Limsn
(on-line notification) J7=(HEE B 5 85 254k ((REFE ) BEEEEsM RS
PRIV - ZRT4G T R MFDS S1ERYEE = HmdieE © S5 =4 (PR ) B1EE0T
FR (SEbE) B RERINCET B TSUEE - THER &g 4
52T NIFDS (National Institute of Food & Drug Safety) ¥pd o &jd Eri
BEHZEBKRR TN REAEM kL2 HMiBHN NSRS ERIEL -

S—fiL MFDS BB Se-il Park #E—F5HH » 55— K HHREESM A
MDITAC (Medical Device Information & Technology Assistance Center) &FH] 5
B EPIE M - BB IUFAREE A 0 R NIFDS 80 - HigH - %
RS SL N » MACHUS B BB 24 (MS) &i&s8E - th4h - MEDS FHET
H 2017 5 1 A8 - $HE TR B - IRNEES AR H AR AR S A
P S AR

FHRAIEER R E T - 58E MEKICS BAPE/\E] Sang-hag Lee 7B > H AT MFDS
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http://www.imdrf.org/docs/imdrf/final/technical/imdrf-tech-151002-samd-qms.pdf

EfEE 151 (EEREERTL - AT BT St - EOE TR RS - 15
RSt EERRTEE - RS st Ek, - asstEe LRy A fe S
b 89 (IRB) K MFDS %ML - 1615 R - R E @ WO EEmE
TTERRASIE R A BRI B ERCE FIR M T2 & oA S BRI R 5
AT 98 25 MEDS #54% - slBintE EERT & 150 14155 BUHE - A HUERES R ik
g

B i T T 24 YRR &S - FHIJE MEDS ‘E & Jang-yong Choi fAFE/M4d - H
Fm 0 REIEAE 2004 FEAATERFRESHT QUS EAR » 2012 EBFMAE TIBI ML > 2013
TEREREE —FAREEREIMNY QUS A2 - BZEIER A 1S0 13485:2003 1224E » SR A4
BUEEHP(T WS WX EE RIS ER > & 3 2/ 0K EfRd - 8%
QMS I & AIHRE » B4E 6 ([Eihl@pt = (15 )~ NIFDS (25 A )~ 4 258 =1%f% (40
) o MFDS i T2 B B g 43 P (kLR B BUAR » 43k 26 (2 SR
B LR QMS HEEE A EESSEIEERTE QUS #H# - Lipii@iEe - H
MFDS #Z &7 & 14a8E - MEDS TLAAR 22 {78 QMS & ERMRAN S » fiEES
SEEAE o HETIEEFERA 2016 4F£ 3 HATAIHTHR 1SO 13485 F24E » A 2017
FEWITERCHIE — (T SChRAY QS 1EZERZ 78Tt (4% MFDS Notification of
QMS) > DA ERREFRAL -

1% —fiLakE iy MEDS Y MDITAC HRE{CEE Mina Oh » [R5 i/ M &H R B 7 254
EWRA RiEHAHVE R - MDITAC (A IEHR Bl R S i B HUAEE 42 (FRE - 10
2012 FHTae bt EHRE - AT 05 L &L HpZeiHbHAREE IITES LE
el #Rkes MEDS YA REEM: - PR aPAli#R &5 2545 MEDS » H MEDS #EfT 003212
EFET K - MEDS B 2013 FAESR A Z5E] FDA 09 B (RS - S mm 21
P HEITRRISIESE © 5o ATHIIER R s HER AT HE - W2 IMDRF 2%
YRR 2R » THET 2017 47 3 SSRGS EaT » bR 1 4@ £ J7 % - MFDS
42 2016 FIEESEE 20 AP EEIS SR - B EL 2 E Ayl oL
TR (2011 FEFEE 6 R ~2012~2014 FH57E 10 222015 FH5E 16 52 )= 2015
VBT EAEETSE 5,196 fF > Al —F (>63%) RisxE Ry LHime -

EAR (11 524 H)

25 20 Jm AHWP FiifiZ B g (TC) NS HAR » ENECRAF AR
MR - R P ER EE R SN S R SR - KB EE A E RS TOV
Rheinland #Y Dr. Wilma Hartung Ry RKZZ M 4HER R B AF{ENRE < # Dr. Hartung
SHH > BEFEESMIAR (Medical Device Regulation, MDR) K A&SN2EREE s i
/A8 (In Vitro Diagnostic Regulation, IVDR) AVEEZESZAHECY 2016 46 H
N EEER B IR BEEARRI SR — 2 (FESCORE A 500 ER—
R ) HieZAsT B E A i REe A (BFE 34 {# implementing acts &
11 i delegating acts) » #FHET 2017 F N FAEHNEA BEIE=EEAT « JEEF MDR &
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IVDR S IEFCEEARRERER N - RFFY 20 RIRAS 2 MDR 45 3 SR4& @M1 > IVDR A 5
FREY] > A RANRGGAM - FrilE EREEAIRE - EHEEEEANE
FEREBIERFHAVZgsh (B0« HifEaets - AERPIRE) - EERsEE
FATES AR (E AR TR S MEa TR ~ SR AR FZEA AT & B AR &
HAA ~ IERREA A RFEESRA D E S (FFathE S kB f:) -

RENE—k A0 UDI » &F UDI BB B R 23 BRHE Eudamed > FHETSHT
RGREHAGS AT 2 2 3 @ H (£ 2020 4Ef8 ) Fida_E4% > UDT 235800115 (device
identifier number) BFATHENE DS TEHEESEE L - 7% - BEER
T BRSO HE SR BT EN B EHE » et s N FEEEE > HE S
FER/ DT TR TEENE R E

SNBSS B R (WS =F P AEAY)) 1Y iR EiRAR
TERFE Ry RS - B E R B TSRS RS - BRSO AR
FRAtaHET TR LE R - MR FTA RO PEERT & B ATHESH/KEE (state of
the art ) IEE MBS S B P BUIRAET - EREHARSRHIZEETNE -
Alfz PR BEER A U A e -

S HEHRINEENZ » B AW TC BT TE/NERE E R R R AR B3
S GED AT R R T

TrE/NH THAESEREH THE R SERETH
8178 THI 2 TS 2017 45 Wt 5 T BB OR

WL | o MORESRZEERNS] | (e-labeling) HHER
o WETE Y B

1. 5T A1 4 38500 - 2017 4 11 BRI
o BRI R BN RN | M VD 2983] (SBATAEN
(VD)  FlsAEsiss] ERNE RS e RA
o IVD 2 SMEEAISS] B D - )
Voo | e DD AR

(REHE | © E IVD Fadetkuysgi:
(FEFRE) AR AR ZEAES |
2. BLWHO #EfTHHRA & 1F/EE)
3. FHE AHWP &g B4CKRE . IVD

R R
4. BAWG1 K WG5 tHE &1F
STE SalD 2 B\ ke e | FEt 2016 FEEEVUTEBRE SalD
WG3 HRTEEE R A RS
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1. Bt BT 51 AWP SZf:

1. $H& AHWP & & BEUKIG 2

o WG4 R RE{fmaEias| B EE AR
o IR ZYE (SADS) E | 2. Wi EMEF €M 2 AR
E =l B mAER]
WG4 . BT ERAREIIR T A BREES M | 3. hEm 2Bk ME R 2R
A BB EAER RE(iEER
CBTEN EBERETO S | 4.0 BT ERBRERTLL ) X
RREXBHBEM A REFEH o i 51 2 S8k 7T E B
gk K Zr B R ATRAEHE ) ¥ (—FERR)
1. ¥ER GCP Y& 757 M 1. FEEt 2017 FEEIUEERKET
2. BIRtHR AR E g ERERAE R a2
WGS5 . BUERIRR e & 2 — — RSP A
R R AR 2. FREIBHE 1S0 20916 fEAEEL
EHERE
. SERREETR IMDRF 2 N3 ~N4~N11 | 1. 52Rpk#&H IMDRF 2 N5~ N6
Je N22 S A Ly Al R B N8 ST
%1] AHWP 374 2. W IMDRF S (FEE
o TEMERHEY nT BB A A Fy AHWP SZ{F > ik AHWP
W EF e
o EILINE Z BE T RNl SREK
o PRI EAZMIERT " BRI
WG6 BRFERZTTZE | (MDSAP) 2 5V
B ERE T
o MDSAP : E izt~ ¥ Kol n
JFE A REAE A
. B WG6 SRRz Bl - L
7 ~ KK P R e AR 4
Bl WGT SRR 2 % 5 #4
& PLU—8UL -
. BHE AHWP & E24% " BRI | FRAEE AHWD & SR E T W67
PH PG B B AR EOK 55 | SRS 28R
W7 (WG7 ) 23R
. BIE T BIRESM A B - RS
I ERFZ EEE AR E
K 551
. FETL AHWP & ELCRBERTEEE Y | 1. 2017 i 5e i T iR
WG8 e R R REVEEE > W AHWP g
- FEETAENEROE R DB E Bl
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B HEEFT T AR e R B 2. BIMHEE 1S0 ffirZ &8 (40
ISO TC 210) ZIIRE A
1. 5TE " BRestran 48R0 #5510 | 1. BEE IMDRF kZBR3E 2 UGN i
2. BAE TEE—28MEA] (Unique =
Device Identification) kedpm | 2. #E—2 T AHWP & &%
% (Nomenclature ) (fE&T% A B USN ERNE Ry
USN) HHEH Z BIFREHAR TIERCR | 3. EEEHES) USN sAAE TAE
3. H#Ed) UGN FEFMETIE

STG (U&N)

EESR (11 H25H)

AHWP 55 21 JEFE A4 HE T » EHHE K AHWP TR 205ERHaal{% - AHWP &1
J# Tran Quan S5k AHWP BU S AR —fE /MBS DL+ AHWP B 1996 4ER 1% » 21 K
FENREFS AR 5,000 A - fEIHHART - E5EaGETE 32 (AR TR LtE
53 MAEFEGSH 15 (U R RG] - 201 KR 5 FHVEREE)
T RIS PR B \ BRI S > BRI LIEU5E AT F (Playbook FiZARHE5])
TRt > e B B SR K BE UL > FIRHE RS BRI 2B LR (% > ARt
S T CHI A TR A TAE o

AHWP #7522 &8 £ % Ali Al-Dalaan BEEEHRE 2016 AV TAERRE HNE A
S TAE/ANERY 11 B 24 HEYERESERL - 2 1% > B AHWP RISV THLE & Bryan So
AR EESTEREIN 4 fFrg EHREE (B - S~ FHAEERS KAE -
FEEGE 4 HEZEL ) B | T ERVHEEZ (Asia Pacific Medical
Technology Association or APACMed #EHY) @ 45 R AT - IS ST
FHETHYEES RS - DIACE AHWP 51z 20 F4F - AHWP % Hee-kyo Jeong HEFHINH
SRR EE B&RE (RFEE S 30 E) -

5 IR 2 AR B PRAH AR, ~ & BB ANWP BAE i R LSR5 E DA
FyEE R

(—) IMDRF E2}7% 2016 £ 9 H R FE# DI Ry iZ AHARAVER O R BB - HAT
B IERZE L RIRR ) 2017 4F 3 g% > Bt FEANBZEE
J7~ B RAT R BRK (SRR N40 ) ~ SalMD ZEEPRER(E (N41) ~ [BIFE
R SR B Z R UTAF AT (N42) ~ A B S maf HEE (N43) -
LA - MDSAP s8{T 5 ZEH 2016 £ 12 A 31 HER G4 H - KA EE—
(EZz=HVE P& - EEEE AR A RIEA IS &R -

(Z) sER&ET (APEC) JAMmAfEEZ &8 (RHSC) AiEEIEF i E
AETE 0 H 2016 4F 10 H#EZE 2017 4F 4 HIE% RHSC & BEAY it
EHEHIEBE R AN (FRE RS IR NERE ) » TR E RS
SINTERET% 0 1F 2017 55 11 A Fisepkiiie BEnvEIe % -
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(=) W EZEmE (R BFE a5 (ASEAN Medical Device
Directive » ffjf% AMDD ) FrfE i AT S50 W | £F & MERFEE |
(conformity assessment ) HAAE LT - WBEHASR (F&
[SO 13485 B[EIEX 1% ) ~ EREEHR A ~ Fffo SO (ASEAN
CSDT) ~ Fr&tEEHH (DoC) » HATAE T B hEI 22 i A AMDD fHE6 K2
WABIZRER > WERERDR - TEI5IZ 2017 1k > ZEESTHE AMDD
EIAHURE > SREFREHAEE -

(9 EFIE 2009 FHEECRy AHWP & 8 - 3B H Al i RYVEFT A RS FR e -
M 2016 £ 4 HEERHEEEF A ZNE - EREANFEBEHRMN ©
EIEAEEE > A SRR as MR G Y IE » S5eZ BN A Z 5518 AE4H 4% (PAHO )
RIS T/ NGH - A 22 B g S5O Y B R 5 SR 5 S A 2 A
5 (5448 Ky REDVA - /52275 IMDRF NCAR {ESES A FTaE ) ©

(F1) HEIREER 2015 4 12 A 21 HATR " ERtestim At an 217
2016 4F 3 A 1 HAM " EFESMEEREBRE 2B HAHE , (Good
Clinical Practice for Medical Devices) > MifA 2016 £ 10 H 26 H
B0 T B RSB E IR o SO 2016 4 10 A 31 HFEE T&
eI EE L | BIEEE > W " ERSMaSEE S HETE
H

(7)) HIEMEINAZSEE (GDP) AeIkHEE  HE RS T EHE
CDSCO (Central Drugs Standard Control Organization) JAER{T | £
in S ADHE S 2 T FIE 1S TRESFERS A WA 2015 4F 11 H #E& SUGAM
ZERBEEEELR R > 2016 £E 10 B 16 HAE RS M EHERE -

(1) ZEE HAT AR E KRS M HE S a0 [HRE " (B BAtEsHE ,(Good
Wholesaling Practice, GWP) B5& & - WK LAK A AMDD {5534
HEESMETHE L -

(/\) AHWP BAZJFEFRI R » AHWP FVE JT48uGIE & TRIE T - [EREHThR4E E R
THESITE/NINERR (RNEa/NMIETER S )  #HE a3 4gm TR
(40 : Facebook ~ Tweeter ~ Google Plus ~ LinkedIn ) K jrtgidi=

TIRE © ST EIERIEVEEEE R » R T R EIEE RS SRIRTE -

(J1) S4F AHWP TC TAE/NHEEHHTY 15 BUEMFRAMESF - BH AHWP fi
FaiethiHy 3 TH AHWP HE BB IR K | HARMANBESR > RNEg# L
ST - HERE T LG -

AP ERREEAT » T—J@ (2017 255 22 JB) SE e EImE BEE - 13
MBS AT A (SE 1 2008 4555 13 EAE G A EN S [ LB ) -
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2 DREER

SRR A FEAIE (AHWP) B 1996 35 » BRI 20 84 - BRI RELE AT
TBEEAEE - DIREBIFRZTEEEEZRREYEH BT - EERSTHEERZ
TR RE D S BB BB TR 2 B TR A B PRS2 Bz 4B —Fia 2 L
(e fiE &IER Ry AHWP BIMEE 2 — » HAR (RS IIHESHRE AN E/EE) - B4
EERALER  NEERIHIGENE L SIS AINP RifliZ B &R A AR BEATE
AHVP & SRR 5 ] > MR R 2 B BB s — 2 AR 2K
EMERNUE - 5 E SRS - Rass N2l e R et IR/ Nl - A7 4 {3ilESE
R ERSFAIERGEE A » BEAFEZFE20 > [REEEREES -

AHWP & 2 G BB e M AN SO Z RS - FiA TP EIREE ~ SREgaE ~ /Y
o~ R IR - RN G AR 2 EEEITRELFEIN - FEFEAEEEFI -~ BON -
BN RILEF R 2 EERERAS  IEEREG LS FHSE RN -
AHWP 7% 2014 £E5EREHIE AHWP Playbook X4 » Efetti—E&S5e 2= Z B fstastl LAk E
R EHAREER - BTG E ENES SRR EEAREHES - 1EBE
GHIRE NS G 2 e S > EREGTRTENEENEERY > BEY
BT 3CH > BEILIE R Z SRR R BA% -

S E AABIREESMAR E TR E (INDRE) £ H RS b & - I H
EVEEPTEANZR > B ANWP 2 & 8] > CEEE TN ~ JEM RSN G SRR
ZRER&H > FaERBMNSEINE 30 (# > IR E 2 BE - ERHMs =
BMEBH A BRI - AEFEIEIFEE REEE (FDAP) RIFEHE B AR B R EXEH T
(PAMDRAP) SE[EIHRHE T > ZeHFE T B N B S B HEER - G ARG SRR
JERISAEESS - WA SER L SaEE N IREHgE R AF% e %
I S HE R B E e - ERIE RS G BB H BRI FE a2 2% -

[ClEf e FHVERER G - PRI B A ST rERE M RN HLE » A HE PR R e 407
B - HEEESEITPREL - NE S EOMEIZR > AHWP SN [ 52 R ot 1 B 52 th/H R -
EEN—UHE R TR BRI EN LS » SFEDEINEE B AR
B 2 A T 28 > KEE s R MR LG ¥ 7 - G EE R R R e - 12
FEERE > 2BRFERCAIEOETZ MR Rl > 140 - IMDRF $E1THY MDSAP 77 55
SO 13485 FEAE » 3 H 2017 fFEAEHE NE TG (% > SEH TN AR » FIFHZ TR
R EEER  ERERER LHRIER - B0 SRR RS LUEA T =
o JE\Rg S AR DAt CSDT SO —EUEMCE + SEEE SRSy AHWP & B BRI B REE T
SROTHE - JHE B R SRV AR R A - IR SEE R L &4 CGHrin MEDICS@HSA -
EAPETE MeDC@St ~ FIfE e-Regalkes ~ FIE SUGAM) HHEEEE mBRaD

It BEAFE S VIR RO Z o s R AR R RS T - R4
KRN RN AT & > I1oR BB TR fetas i (B LR AR B HEEh R o
R E R RS IR - DR B2 -
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bt 1

g 1K (11 A 21 H) AHWP Playbook Training Workshop

R & Eiga]
08:30-09:00 | Registration
09:00-09:10 | Welcome Address by TC Chair Mr. Al1 M. Al-Dalaan
TC Chair, AHWP
Executive Director,
Medical Devices Sector,
Saudi FDA
_______________________________________________________ Kingdom of Saudi Arabia
_6§Hi6:6§"§6" Opening Address of Capacity Ms. Tran Quan
Training Workshop AHWP Vice Chair (Industry)
Vice President Regulatory
________________________________________________________ Affairs, APACNed Singapore
_6§"é6:6§"§6" Mileposts 1n our 'Playbook' Journey | Ms. Joanna Koh
Principal Consultant,
MDnet Regulatory
Consultants
Singapore
_bé_gbcibngén Cybersecurity "What's lurking in |[Mr. Eric Woo
the Airwaves" Regional Director,
ECRI Institute, Asia
Pacific Office
Singapore
10:50-11:10 | TEA BREAK
11:10-11:50 | Highlights of Essential Principles | Mr. Greg Leblanc
for Safety, Quality and Performance | Director, Regulatory
for Registered Medical Devices - |Affairs and Quality
Essential for Emerging Countries | Systems, Cook (Canada) Inc.
_______________________________________________________ Camada
11:50-12:40 | Fact or Myth? Mr. Vincent Lam
"CSDT by any other name will be as | TUV SUD
complicating” Malaysia
12:40-13:40 | LUNCH
13:40-14:45 | "What should be in that product Mr. Seet Wing Gang

dossier"

Director, Unser Solutions
Pte Ltd




Singapore

14:45-15:35 | Small group discussions on Mr. Seet Wing Gang
'Screening of dossier documents for | and
Premarket Registration Submission' | Group Facilitators
(Break up into small groups)
15:35-16:00 | TEA BREAK
16:00-17:00 | PANEL DISCUSSION Ms. Joanna Koh (Moderator)
'"How will the upcoming EU MDR & (MDNet .Regulatory)
IMDRF recommendations affect AHWP | Mr. Greg Leblanc (Cook Inc)
efforts on Capacity Building Ms. Petra Kaars-Wiele
Projects for Emerging Countries' (Abbott Laboratories)
Mr. Seet Wing Gang (Unser
Solutions)
Ms. Miriam Schuh (Reuschlaw
________________________________________________________ Legal Consultants)
'15266f1i716" Closing Remarks Ms. Joanna Koh

g2 K(11 H 22 H )AHWP Playbook Training and Technical Committee (TC) Workshop

P ] HNZ EE
08:30-08:40 | Recap of Day-1 | Ms. Joanna Koh
08:40-09:10 | GMDN: A Useful Aid for Postmarket | Mr. Mark Wasmuth

Reviews | CEO, GMDN Agency (UK)
09:10-10:10 | Post Market - Report & Review | Industry:
(JOINT PRESENTATION) Mr. Terry Song
Head of Quality &
1) What to report (Industry Regulatory Affairs ASEAN,
Speaker) Boston Scientific
2) What 1s reviewed (Regulator | Corporation
Speaker) Regulator:
Mr. Sodikin Sadek
Director of Postmarket
Control
Medical Devices and Health
Household Products
] MOH, Republic of Indonesia
10:10-11:00 | Product Liability - Ms. Miriam Schuh
An Almost 360 Degree View Head of the Medical Device

17




Department

Reuschlaw Legal Consultants

Germany
11:00-11:20 | TEA BREAK
11:20-12:00 | Man vs. IT - Mr. Alfred Kwek
Technology Needs for Regulatory | Regional Director Government
Controls for Emerging Economies |Affairs/HME, Samsung
Electronics
Singapore
12:00-13:00 | LUNCH
AHWP TC Workshop Updates on Philippine
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, Regulatory System .
13:00-13:05 | Opening Words |Mr. Ali M Opening Ms. Maria
Al-Dalaan Words Cecilia
TC Chair, AHWP Matienzo
Executive Division Chief,
Director, Licensing and
Medical Devices Registration
Sector, Saudi Division,
FDA, Kingdom of Center for
Saudi Arabia Device
Regulation,
Radiation
Health, and
Research, Food
and Drug
Administration,
Philippines
13:05-15:05 | Standards Session Updates on | Ms. Maria
13:05-13:10 | Opening Words |Mr. Tony Low Philippine |Cecilia
Co-Chair WG-8 Regulatory | Matienzo
13:10-13:40 | Highlighted  |Mr. Tony Low | System Division Chief,
Updates on Co-Chair WG-8 Licensing and
1S013485:2016 Registration
13:40-14:10 | Updates on | Mr. Dennis Chew Division,
IEC60601 and | Regional Center for
Implementation | Director, APRC, Device

Experiences

IEC, Singapore

Regulation,




14:10-14:40

14:40-15:05

Updates on
Standards for
SaMD

Discussion -
How new version
of standards
were launched,
implemented,
and worked out
among
themselves,

etc.

Dr. Ir Peter W.J.
Linders

Director Global
Regulations &
Standards,
Philips

The Netherlands |
Moderator: Dr. Ir
Peter W.J.

Linders

Panelists:

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

Kingdom of Saudi
Arabia

Mr. Se-i1l1 Park
Assistant
Director,
Division of
High-Tech
Medical Devices,
MEDS, Republic of
Korea

Mr. Dennis Chew
Regional
Director, APRC,
IEC, Singapore
Mr. Tony Low
Co-Chair of WG

Radiation
Health, and
Research, Food
and Drug
Administration,
Philippines

15:05-15:20

TEA BREAK

15:20-17:20

Comparative Overview of Global
Clinical Investigation

Clinical Evaluation Session

Manish Narang

Abbott




16:10-16:35

16:55-17:20

Clinical Evaluation for IVD

Medical Devices

Clinical Investigation and
Evaluation for General
Medical Devices

Overview of ISO 14155 Clinical
Investigation
Requirements

Panel Discussion: Speakers

Ms. Shelley Tang

Principal

Stellar Consulting
Australia -
Dr. Justin Yoo
RA,QA/Reimbursement &
HealthCare
Economics/Government
Affairs, Manager, Corporate
Relations Ambassador,

St. Jude Medical, Korea
Ms. Mie Ohama
Medtronic, Australia
Moderators:

Ms. Yuwadee Patanawong
Director of Medical Device
Control, Thailand FDA

Ms. Sumati Randeo

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

Laboratories, India

Panelists:

Mr. Aseem Sahu (Deputy Drugs
Controller, India)

Ms. Shelley Tang (Stellar
Consulting, Australia)

Dr. Wilma Hartung (TU V
Rheinland

LGA Products GmbH, Germany)
Ms. Mie Ohama (Medtronic,
Australia)

Manish Narang (Abbott
Vascular, India)

Dr. Justin Yoo (St. Jude




Medical, Korea)

Mr. Alfred Kwek (Samsung
_____________________________________________________ Electronics, Singapore)
_15256:15?36_ Closing Remarks Mr. Alfred Kwek

TC Co-chair, AHWP (Industry)
Regional Director,
Government Affairs/HME,

Samsung Electronics,

Singapore
3K (11 A 23 H) AHWP TC Workshop
BFE AR W
09:00-09:10 | Opening & Recap Mr. Ali M. Al-Dalaan
TC Chair, AHWP

Executive Director,
Medical Devices Sector,

Saudi FDA
Kingdom of Saudi Arabia
'b§§i6fib7§6" KEYNOTE SESSION: Moderator:
Panel discussion - Mr. Alfred Kwek

Harmonizing...harmonized...are we | TC Co-chair, AHWP
there yet? (Industry) Regional
Director, Government
Affairs/HME, Samsung
Electronics, Singapore

Panelists:

Mr. Michael Flood (Locus
Consulting Pty Ltd)

Mr. Fabio Pereira Quintino
(Char, IMDRF)

Dr. Phillipe Auclair (TC
Advisor, AHWP)

Mr. Ali M. Al-Dalaan
(Chair, AHWP TC)

Ms. Carol Yan (Co-chair of
Regulatory Affairs,
APACMed)




Quality System for SaMD

Ms. Robyn Meurant
(Technical Officer, WHO)
Ms. Shelley Tang
(Principal, Stellar
Consulting)

Dr. Rama Sethuraman
Deputy Director,

Medical Device Branch,
[HAS, Singapore .

Mr. Tony Yip
Co-chair, AHWP WG3 & DITTA

TEA BREAK

Clinical Evaluation of SaMD

Regulations on Mobile Applications
with Emphasis on EU and US

Panel - SaMD: speakers

Mr. Keiichiro Ozawa
Chair, DITTA Medical
Software WG

Moderator:
Dr. Rama Sethuraman
Chair of AHWP WG3

Panelists:

Mr. Tony Yip (Co-chair,
AHWP WG3)

Mr. KeiichiroOzawa (Chair,
DITTA Medical Software WG)
Dr. Ir Peter W.J. Linders
Iy
Mr. Keiichiro Ozawa

Chair of DITTA Medical

Software WG

Session

Dr. Jeong-rim Lee
Director, Cardiovascular
Devices Division, Ministry
of Food & Drug Safety




13:45-14:20

14:20-14:40

15:00-15:15

Korea Medical Device Regulatory
System and Industry Status

Approval Process of Medical Devices

Clinical Investigation for Medical
Device Approval

Ms. Hye-kyung Son
Scientific Officer,
Division of Medical Device
Policy, Ministry of Food &
Drug Safety (MFDS),
Republic of Korea

Ms. Ja-ryeong Shin

Head of Regulatory,
Quality, Health Economics &
Government Affairs

Boston Scientific Korea
Co., Ltd., Republic of
Mr. Se-il Park
Assistant Director,
Division of High-Tech
Medical Devices, Ministry
of Food & Drug Safety
(MFDS), Republic of Korea
Mr. Sang-hag Lee

Managing Director, R&D
Center, Mekics Co., Ltd.,
Republic of Korea

15:15-15:35

TEA BREAK

15:35-16:15

Quality Management System for
Medical Device

Overview of Medical Device Adverse

Event (AE) Vigilance System and

Dr. Jang-yong Choi

Deputy Director, Safety
Evaluation Division,
Ministry of Food & Drug
Safety (MEDS), Republic of
Korea

Mr. Young-soo Seol
Production Director,
[looda Co., Ltd., Republic
of Korea

Dr. Min-a Oh
Team Manager, Safety




16:45-16:50

17:00-17:10

Management

Closing Words

Closing Remarks

Evaluation Team, Korea
Medical Device Information
& Technology Assistance
Center (MDITAC), Republic
of Korea

Dr. Jeong-rim Lee
Director, Cardiovascular
Devices Division, Ministry
of Food & Drug Safety
((MFDS), Republic of Korea
Mr. Alfred Kwek

TC Co-chair, AHWP
(Industry) Regional
Director, Government
Affairs/HME, Samsung

Electronics, Singapore

19:00-21:00

Regulators Dinner (by Invitation)

FE4K (11 H24 H) The 20th AHWP TC Meeting

- The EU Medical Device Regulations
(EU MDR) and Impact on MD Industry
(10:05-10:45)

- Japan (10:45-11:15)

AR ] N EE
08:00-09:45 | AHWP TC & WG Leaders Meeting with TC | AHWP & TC & WG Leaders & TC
Advisors Advisors
(Closed Meeting)
10:00-10:05 | Welcome Speech Ms. Maria Cecilia Matienzo
Division Chief, Licensing
and Registration Division,
Center for Device
Regulation, Radiation
Health, and Research, Food
and Drug Administration,
Philippines
_16265:11?13__N0n-Member Economy Updates: Dr. Wilma Hartung

Regional Business Field
Manager Medical Germany,
TUV Rheinland LGA Products




Mr. Hiroshi Ishikawa
Expert, Office of Standards
and Guidelines
Development ,
Pharmaceuticals and
Medical Devices Agency
(PMDA), Japan

11:15-11:30 | UDI Development Around the World - | Ms. Geraldine Lissalde-
Challenges Faced in Implementing | Bonnet
Current Requirements Public Policy Director
GS1 Global Office
11:30-11:45 | TEA BREAK
11:45-11:55 | - Opening of TC Meeting Mr. Al1 M. Al-Dalaan
- Adoption of Agenda TC Chair, AHWP
- Roll Call Executive Director,
Medical Devices Sector,
Saudi FDA
Kingdom of Saudi Arabia
11:55-12:05 | Updates on Amendment to AHWPTC Term| Dr. Jeong-rim Lee
of Reference / House Rules TC Co-chair (Regulatory
- Mechanism for WG Documents Authority)
Endorsement Director, Cardiovascular
Devices Division, Ministry
of Food & Drug Safety
(MFDS), Republic of Korea
'ii§6§fié7i§" Work Group Updates: Ms. Kate Kim
e WGl - Pre-market: General MD | Director, Regulatory
Affairs & Quality
Assurance, Johnson &
Johnson Medical North Asia
(Korea, Taiwan, Hong Kong)
_ii}égcii?ién Work Group Updates (Continued): Dr. Wen-wei Tsai

WG2 - Pre-market: IVDD

Technical Specialist
Division of Medical Devices
and Cosmetics, Food and
Drug Administration,
Ministry of Health and
Welfare
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Chinese Taipe1

Mr. Albert Poon

Consul tant

Freelance Hospital and
Medical Device Consultancy
Hong Kong SAR

12:45-13:45

LUNCH

13:45-15:45
(20 minutes
each)

Work Group Updates (Continued):

WG3 - Pre-market: Software as

a Medical Device

WG4 - Post-Market

WG5 - Clinical Performance &

Safety

WG6 - OQMS: Audit & Assessment

Dr. Rama Sethuraman
Deputy Director, Medical
Device Branch, HSA,
Singapore

Mr. Tony Yip

Manager, Quality Assurance
/ Regulatory Affairs, Far
East Region, Elekta
Limited, Hong Kong SAR
Ms. Jennifer Mak

Senior Electronics
Engineer, Medical Device
Control Office, Department
of Health, Hong Kong SAR
Ms. Kitty Mao

RA Manager, ASEAN & APEC RA
Operation, GE Healthcare,
Singapore

Ms. Yuwadee Patanwong
Director of Medical Device
Control, Thailand FDA

Ms. Sumati Randeo
Director Global Strategy,
Regulatory Affairs &
Advocacy, Abbott Quality
and Regulatory, Abbott
Laboratories, India

Mr. Abdullah Al Rasheed
Compliance & Enforcement
Exec. Director, Saudi FDA,
Kingdom of Saudi Arabia
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WG7 - OQMS: Operation &
Implementation

Ms. Shirley Sum

Senior Director, Johnsons &
Johnsons Regulatory
Compliance (Asia Pacific),
Johnson & Johnson,
Singapore

Ms. Aidahwaty M. Olaybal
Principal Assistant
Director, Medical Device
Authority, Ministry of
Health, Malaysia

Mr. Ee Bin Liew

Owner and Consultant,
Access-2-Healthcare,
Singapore

15:45-16:00

TEA BREAK

16:00-16:40

Work Group Updates (Continued):
WG8 - Standards

STG (U&N) - UDI & Nomenclature

Speech by TC Advisors
Representative

Ms. Maria Cecilia Matienzo
Division Chief, Licensing
and Registration Division,
Center for Device
Regulation, Radiation
Health, and Research, Food
and Drug Administration,
Philippines

Mr. Li Jun

Deputy Division Director,
Department of Medical
Device Registration, CFDA,
China

Ms. Carol Yan

Senior Director, Johnson &
Johnson, China

Mrs. Joanna Koh
Principal Consultant,
MDnet.regulatory
Consultants, Singapore




17:30-17:35

Closing Remarks

Dr. Jeong-rim Lee

TC Co-chair (Regulatory
Authority)

Director, Cardiovascular
Devices Division, Ministry
of Food & Drug Safety
(MFDS), Republic of Korea

19:00-21:00

Gala Dinner (Open to all participants)

5K (11 H25H) The 21st AHWP Annual Meeting

R ]

P

Eaial

09:00-09:30

09:30-10:00
(15 minutes
each)

Opening Ceremony
Welcome Address

Opening Speech

Updates by AHWP & AHWP TC:
AHWP

AHWP TC

Celebrating Session for AHWP 20th
Anniversary of Establishment
Resolutions:

Application for Joining

Ms. Nela Charade G. Puno
Director General, Food and
Drug Administration,
Philippines

Dr. Hee-kyo Jeong

Chair, AHWP

Director General, Medical
Device Evaluation
Department, Ministry of
Food and Drug Safety
(MFDS), Republic of Korea
Ms. Tran Quan

Vice Chair, AHWP (Industry)
Vice President Regulatory
Affairs

APACMed

Mr. Ali M. Al-Dalaan

TC Chair, AHWP

Executive Director,
Medical Devices Sector,
Saudi FDA

Kingdom of Saudi Arabia
Dr. Hee-kyo Jeong

Chair, AHWP

Director General, Medical
Device Evaluation




10:25-12:05
(20 minutes
each)

11.

AHWP Member Economy from
UAE, Sultanate of Oman,
Kingdom of Bahrain,
Zimbabwe (short speech by
applicant representatives)
Application for Joining
AHWP Liaison Member from
APACMed (short speech from
Mr. Fredrik Nyberg, CEO)

Presenting certificates to AHWP

member economies for 20th

anniversary

Presenting acknowledgement to

local host

GROUP PHOTO (representatives
receiving certificates)
GROUP PHOTO (all participants)

Updates by International

Organizations:
IMDRF

APEC

ASEAN

WHO

Department, MEDS, Republic
of Korea

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

Principal Consultant, Hong
Kong Productivity Council,
Hong Kong SAR

Mr. Fabio Pereira Quintino
Char, IMDRF

Manager, Operation Permit
Office

Brazilian Health
Regulatory Agency (ANVISA)
Mr. Lupi Trilaksono
APEC-AHC Representative,
MOH, Indonesia

Mr. Zamane Abdul Rahman
ASEAN Representative, MDA,
MOH, Malaysia

Ms. Robyn Meurant
Technical Officer,
Essential Medicines and
Health Products, WHO
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e APACMed Mr. Fredrik Nyberg
Chief Executive Officer,
Asia Pacific Medical
Technology Association
(APACMed)

12:05-13:00 | LUNCH
13:00-13:40 | Updates by International

Organizations (Cont.):

e SO Dr. Ir Peter W.J. Linders
Chair, ISO TC210

e [EC Mr. Dennis Chew
Regional Director, APRC,

... [IEC, Singapore
_15226:14?66" Updates by AHWP Liaison Members:

e (3SI* (*Presentation time slot
changed to Day-4 due to
speaker travel schedule
updates)

e DITTA Mr. Keiichiro Ozawa
Chair of Medical Software

______________________________________________________ W DITTA
_14266:15?46" Regulatory Updates from Member

Economy::

e Chile Ms. Maria Cecilia Lopez
Professional Medical
Devices Office, Public
Health Institute of Chile

e China Mr. Gao Guobiao
Deputy Director General,
Medical Device
Registration Department,
CFDA, People’s Republic of
China

e India Mr. Aseem Sahu

e Kazakhstan

Deputy Drugs Controller,
Ministry of Health & Family
Welfare, DGHS, India

Ms. Gulnar Berkimbayeva

30




Head, Department of Primary
Expertise of Medical

Devices, National Center of
Expertise of Medicines and
Medical Device, Kazakhstan

15:40-15:55 | TEA BREAK
15:55-16:45 | Regulatory Updates from Member
Economy (Cont.):
e Laos PDR Mr. Khamtick
Phanthalamixay
Medical Product Supply
Center, Ministry of Health,
Laos PDR
e Philippines Ms. Maria Cecilia Matienzo
Division Chief, Licensing
and Registration Division,
Center for Device
Regulation, Radiation
Health, and Research, Food
and Drug Administration,
_______________________________________________________ Philippines
_16225:15?66" Secretariat Updates Mr. Bryan So
- Secretariat Report Executive Deputy Secretary
- Financial Report General, AHWP
Principal Consultant, Hong
Kong Productivity Council,
________________________________________________________ Hong Kong AR
'15266f1i?§6" Resolutions:

1. Amendment to AHWP TOR -
AHWP Vision & Mission

11. Amendment to AHWP TOR -
Official Observer

111. Amendment to AHWP TOR & House
Rules - TC WG Document
Endorsement Mechanism

1v. WGI Document on "Guidance on

Regulatory Practices for
Combination Products"




V1.

Vil.

VIIL.

1X.

X1.

X11.

X111.

X1V.

WGI Document on "Guidance
for Minor Change Reporting"
WG2 Document on "Definition
'Medical
Device' and 'In Vitro
Diagnostic (IVD) Medical

of the Terms

Device
WG2 Document on "Principles
of InVitroDiagnostic (IVD)
Medical Devices
Classification"

WG2 Document on "Principles
of Conformity Assessment
for In Vitro Diagnostic
(IVD) Medical Devices"

WG2 Document on "Submission
Dossier for Demonstrating
Conformity to the Essential
Principles of Safety and
Performance of In Vitro
Diagnostic Medical Devices"
WG3 Document on "Guidance
Document on Risk
Categorisation of Software
as a Medical Device"

WG4 Document on "Guidelines
for adverse event reporting
of Percutaneous Coronary
Intervention (PCI) devices
for the Medical Device
Manufacturer or its
Authorized Representative"
WG4 Document on "AHWP Safety
Alert Dissemination System
(SADS)"

WG4 Document on "Post Market
Resource Center"

WG6: "Requirements for




17:30-17:35

17:35-17:40

XV.

XV1.

XVii.

Medical Device Auditing
Organizations for
Regulatory Authority
Recognition”

WG6: "Competence and
Training Requirements for
Auditing Organizations"
WG6: "MDSAP Assessment and
Decision Process for the
Recognition of an Auditing
Organization"

WG6: "MDSAP: Overview of
Auditing" Organization
Assessment and Recognition
Decision Related Processes"

xv111.WG7 Document: "Quality

Management System -
Medical Devices
Requirements for
Distributors, Importers and
Authorized Representative"

Announcement of the 22nd AHWP
Annual Meeting Host

Closing Remarks

Dr. Hee-kyo Jeong

Chair, AHWP

Director General, Medical
Device Evaluation
Department, MEDS, Republic
Dr. Hee-kyo Jeong

Chair, AHWP

Director General, Medical
Device Evaluation
Department, MEDS, Republic
of Korea

~ End of the 21st AHWP Annual

Meeting ~

18:05-18:30

The 5th AHWP ASL Annual General
Meeting (AGM)

AHWP ASL Members (Open to
AHWP Member Economy

Only)
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