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9:00- . .
9:30 Registration
Opening Remarks
(1) Welcome Address: Dr. S. Eswara Drugs Controller General 5 min
Reddy (India), CDSCO
(2) Dr. Takao Yamori Executive Director, PMDA 5 min
Joint Secretary, .
(3) Mr. Sudheer Kumar MOHFW 5 min
(4) Mr. Toshihiko Miyajima Director General, FPMAJ 5 min
9:30- | (5) Mr. Nobuyoshi Ishii Executive Director, JEMDA | 5 min
10:30 ..
Additional Secretary, .
(6) Dr. R.K.Vats MOHFW 5 min
(7) H.E. Mr. Kenji Hiramatsu Am].oassador of Japan to 5 min
India
(8) Ms. Preeti Sudan Secretary, MOHFW 5 min
(9) Hon’ble Shri. Ashwini Kumar Minister of State for Health 15 min
Choubey and Family Welfare
(10) Vote of Thanks:R.Chandrashekar Dy. Drugs Controller (I) 5 min
10:30- .
10:50 Photo Session & Coffee Break
Keynote Speeches
(1) “Latest trend of pharmaceutical and | Dr. S. Eswara Reddy
medical device regulation, and Drugs Controller General 20 min
10:50- | . . . - i
11:30 international cooperation of India (India)
2) dLa‘cle;t t.rend of Il)lie.lrmacecllltlcal and Dr. Takao Yamori "o
jnedicas device reguialon, an ” Executive Director, PMDA n
international cooperation of Japan
Stem Cells and Products/ Regenerative Medicine Products
(1) “Regulatory frameworks of Mr. Kenji Kuroiwa, Deputy
) .. Director, Office of .
regenerative medicines and products . .. 25 min
11:30 | Leview in Japan” Regenerative Medicine
12:30 Product Evaluation, MHLW
(2) “Regulatory Framework on Stem Dr. V. G. Somani 95 min
Cells and Products Review in India” Joint Drugs Controller (I)
(3) Q&A All presenters 10 min
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12:30- .
13:30 Lunch Time
Pharmaceuticals
Moderator: MHFW/CDSCO
Part A. GMP/Quality
(1) “Experience of GMP inspections by Mr. Hiroshi Sakurai GMP
. Inspector, Office of .
PMDA and general advices for . . 15 min
fact ” Manufacturing/Quality and
manutactures Compliance, PMDA
(2) “Enhancement of GMP inspections | Dr. K. Bangarurajan 15 min
13:30- | in India” Joint Drugs Controller (I)
14:40 .
(3) “Development and utilization of Site | ~L- L omonori Nakagawa .
Master File” Otsuka Pharmaceutical Co., | 15 min
aster tue Ltd., JPMA
(4) “Compliance with the GMP standard | Mr. Ranga Chandrashekar 15 min
in the international level” Deputy Drugs Controller (I)
(5) Q&A All presenters 10 min
14:40-
15:00 Coffee Break
Part B. Pharmacovigilance
« .. . Dr. Daisaku Sato
31) Pn},l’armacowgllance system in Chief Management Officer, 15 min
apa PMDA
Dr. V Kalaiselvan
(2) “Pharmacovigilance system in India” | Indian Pharmacopoeia 15 min
15:00- Commission
16:10
« .. ) ) Ms. Ayami Komatsu, Torii
;i) duf;iljrm;?\ziilag? ¢ in Japan: Pharmaceutical Co.,LTD, 15 min
y Perspectiy JPMA
(4) Pharmacowgl.lan”ce in India: Indian Industry 15 min
Industry perspective
(5) Q&A All presenters 10 min
16:10- | Pharma clusters/hubs in India Maharashtra/ Telangana .
. 20 min
16:30 | A perspective States
16:30 End of 1* day
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(¥>RIyL2HH)

9:00-
9:30

Registration

Medical Devices
Moderator: Dr. Junko Sato, Office Director, Office of International Programs, PMDA

Medical Device Regulation in India

Dr. V. G. Somani
(1) “Update on the Implementation Joint Drugs Controller (I) 95 min
of Medical Device Rules in India” Mr. Aseem Sahu '
9:30- Deputy Drugs Controller (I)
10:20
(2) “Industry’s response and Mr. Rajivnath, AIMED / _
preparation to the medical device . 15 min
.. - Mzr. Probir Das, Terumo
regulation in India
(3) Q&A All presenters 10 min
10:20-
10:40 Coffee Break
Medical Device Regulation in Japan
Mr. Shinwa Shibata,
(1) “GCP/Clinical Investigation in Inspector, Office of Non- )
» . .. 15 min
Japan clinical and Clinical
Compliance, PMDA
(2) “GCP/Clinical Investigation in Dr. Kazuaki Sekiguchi, 15 min
10:40- | Japan: Industry perspective” Abbott, JEFMDA
11:50

Mr. Kensei Tanaka,
Inspector, Office of Safety I, 15 min
PMDA

(3) “Post market
surveillance/vigilance in Japan”

(4) “Post market Mr. Hideki Watanabe,

surveﬂlance/wgﬂgncs in Japan: Terumo, JEMDA 15 min
Industry perspective
(5) Q&A All presenters 10 min

Closing Remarks

11:50-| (1) cDSCO,05 min
12:05 | (9) FICCI/Pharmexcil, 05 min
(3) Dr. Daisaku Sato, Chief Management Officer, PMDA, 05 min

12:05 End of meeting
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GMTA #2 /B4 AdvaMed MedTech Conference
SN

gk EEs 288 O ER
(Gt L/ PHCAHA—/VT 14 7 ARK)
([ o
1. 1TL®IZ
GMTA (Global Medical Technology Alliance) (%4 BLTE T L 45 [E/# 5k L 0 240 [= & H
FREE TSI LT 5 [ERRA R R R A T, EMEIIGMTAD B 2
W=t 2o TH Y GMTADO B F(FAdvaMed (CK[E) ,MedTech Europe (BXM) . MTAA (Z£IM) .
MTANZ (==—Y—7 > F), MEDEC (%7} %), ABHI (3[#), MECOMED (/& - it
77V ) EEEEOSHIK L oo TWET, Fio, EMEEMOUA KRG L TV H5APACMed
(R4l - > > AR —/) CKMDIA  (8#E) $ GMTAICIE LTV ET,
GMTADIEE 58 « BEEIZ DWW THEIGMTAD ¥ = 79 A R ICFHE I TWET A, FERR
ELTIX
o EHFERRERBEIREROFRBORORE, HWMILHFZTH
o [EHHEREROEBEM RN L L TWHOZE O FEEMERE & OIRE 217V, [EFEMRS O HIN R
E#X 2% (GMTAIZ2015% £ W WHODFEENGO £ 72> TV ET,)
o [EIEMEIRDOIGE « 7T — v 3 VIR DM ER 7o HEE O HEE
o [ERMHARBLH O EERE AR ~D M, {# /) IMDRF)
MET HILET,
*GMTAD 7 = 7% A b :  http//www.globalmedicaltechnologyalliance.org/index.html

2. GMTAM = HES

GMTAZF2[E D/ FES 2B L Tk Y . 4 ElIZAdvaMed MedTech Conferencell &
DETKET 47707 47 TOH2BHICHESNE Lz, #EE LTk, WHOBEHTEE) O
5. IMDRFRESEIEE O E 2 H - 721 >, Business Ethical PracticesiZ B9~ 2 HU#H 7.,
IVDBE D s OB AFIZBE T 2 MENH Y £ L,

WHOBSHEEENZ >\ T ik, F T IVDDPre-qualificationiZ D\ T, & DAL ILTE LA
FESHIHMBHAT SN TV D RIZOWVWTHENRH VD £ Lz, KIFITHONT, FABHEI O
L LT, FAEOHEIMLORHE L, FREAOEANEICEATLIEELZRELTEBY, 4%
ZTOEENEHFINTNDZ IR LT, GMTAL LTF = v 72 LT MERH D 77,
Fo. EFRBERORESCZRMELHML THEH O 2L 2L LT, WHODA X MIHD
T TERESICET I T — 2T 2EFHIED LN TVET, 0L ZA1201C1 >~
R TR T & ®“WHO Global Forum on Medical Devices” |2 & B 72BN H 11 & 72> T
£9

IMDRFBH # 1 B 12 2 W T ik, GMTAS #% @ #if i 12 b 50 ic TIMDRFZ: 3 728 B i & 4,
Management Committee® i~ D 4 7 "f_/VZVJH 2B W TGMTAD & IFHGI S /[T 5
Training® HEANEIZ DWW TEHEH AT o2& WO MEDRH Y £ Lz, 21, IMDRFCER S
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I TA B AL EFEZ R R E AT TEE 21T O BRI OEWZ X2 20N E TR0V
DIZHMEBERZETHY, £7o, MVAALZZ A LY —IZKETITo TN 2 EIZH D720
T B2 b, ERAPEBERTBERALEESZ Y R—- 288 LTHHRERZIL LS
AbNET, SHIZ, GMTATIEEREEL BT O EERE S LD LEPEIZ-SV TPosition Paper
ZARFIHISH AT THRAITL TE Y, GMTAOWebH A M ZH#H S L CTuyE 9, Stakeholder
Forum TiZ, EFEBRHEAIO N E TORMELERICEAT DM LTV, /2. £ ORITH
\ZUDIIZBA9 % WorkshopZ Bl L7= 5 0#ERH Y £ L7z, IMDRFOUDI Guidance WGIZ
OWTIEFBEETH TH Y, NI 7 MUA X ALEFEDNRT Y v 7 a3k bR10H12H % ]
fRE L TIThOITWET,

Business Ethical PracticesiZ 2V Tix, GMTA X Y Joint Statement & L T 4 3 f B D 4
HWHEEIZB T 2 Paper BN ARFESHSHIZHITINTE Y, GMTAOWebH A M bH#E ST
WET, AIEOGMTAZ#HE E TICA Y AN—FET KT 7 FAER S, KERICEEZRET
RITSNTZbDOTTN, ARIZGMTA~OIIRESEMEE LTHHAWS, ZOHEITh > 728
ExEAT DHETRNEGMTA~DOIMERED RN L LR F9, EREITREIC A%
ffla— REZETLTEY, ZOHKRIILBSTLbDLRoTWET, £z, 42 DJoint
Statement % 52 \F 72 £ CGMTA Compliance Committee? ik S AL, A BIDOSFRANIC T v 7 A4
TERHEEIT O TVET, EAOENTHSTTeD HANLDBIMIRE L LTWETR, 4%
BEZES LSOV TORRZ PELTWET,

IVDES# CiX, GDA (Global Diagnostics Alliance) |2 X W IVDEAEDOH Y EF Z V2 % —7
ICRET DEHENED 5 TR Y | BEGDAMMESHIIADAE., WV RDPZD I N TSR
BUZDOWTHHANRD Y £ L7z, 72, WHORE O = & —{HE) 217 9 (24720 . WHODGRE
NGOTHHGMTAD v T2 HT 5T OV TIE, GMTALGDATHV kO EZRZPDL, v
HEHIZIRB O TIIGMTAD R HFIZ L /KGR 2RO D Z LR ENMER SN E LT,

ERMMedTech Europe”’» i, Medical Device Regulation, In Vitro Medical Device
regulation® fitif 73 HIZ DUV THIF Y R O ERFRRBLS N TWD Z D ZORHSHIRO
FER %5 D EE % Position Statement& L THAITL TFH Y, MedTech Europe®WebH A iz
EhTnET,

WEIOGMTAS 1T, K45 H 2B X415 European MedTech Forum|Z 4 i>HC XU T
IhsZ & ELEL,

3. AdvaMed MedTech Conference
AdvaMed?: #f3 5 MedTech ConferencelZHE9H THEICHE SN THY . AHIT9H
24H~26H D HFET, K[ET 1«77 /7 147 OPennsylvania Convention Center TR X 1
F L7z, 3000ALLEDZMAH 0 | RS TIE132HMAM D K AT O — B A DR 21T
WE L7z, MEDL L, Fio, A/ R_X—=va VRAX— T v T ITONE., BB O K8
A KB Lie "ty g VEREZSHENTEY, Xy NV —JBEEZHE LIoLE
TraELEHBEENTWAZ END, ETHLEREVARXU N THDLEEUELE,
BEROT 0T T DMIONWTE, LFOU =73 A FbRITErREL > TEY £7,
https://www.themedtechconference.com/page/1322349/agenda
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& HORD L <V & LT SL7-CDRH Town Hallt v v =z > Tid. FDA®CDRH
(Center for Devices and Radiological Health) Jij & T & % Jeff Shurenf2» 5 it O IMDRF
17 5GRRP (Good Registration and Review Practice) ® &[]0 T O CDRHO Bl A 732 &
WZOWTHRIRH V. EEEEAIZL DMDSRP (Medical Device Single Review Program) -~
A & IZHR Y FHA T TS RS VE Lz,

7. 20 B OFRTRICIT R E O ERELR BT X O EE O REFEmiIc > Tty v a
PARLEN TV E Ui, BHIBIGR TIX. Holr oo EHLH] Y R OMER S L O @) & 045 1% o #ii B
WZOWTHEMN S Y . FHRGZERTIIZCFDA (China Food and Drug Administration) T& - 7=
2B NMPA (National Medical Product Administration) IZE&FR S L2 2 &R0, EHTOEER
ARERFHAL, IR HBI IOV TR S 0 £ Lz, P EBHY R IEAFIMDRFO E [E %
BTk, E7-., Clinical Evidence WGD T4 & L T, WAMNRKRBRT — % O A
KRB OES, FIZAT LI WA X AOEREZED THY | FEREA LS NTNAE THEER
F~ORIRHED ST 2 EREFF SN ET, AESHICITTTRE D ARESRERLE=4
V27, Bl & W o e NEOBEIAHEHE STV A, BARIZEIT 2 8GERTEETFTO X 9
RHEZEATLENENH D0 E, SHOBRIEB IS ERMETEENLEL R 7,

F 72, MedTech Innovator 2018 P Final232 H H D 1% MO Plenary Session TR 41 E L7,
JBEDN D 3E % 1% TR - 7250417234 [aldOMedTech Conference®MedTech Innovator Showcase
DYy va ABWTHIA SN TWE Lz, TOHND S 572555 %2/ TFinalllf% - 7254k
W2 KD EEKL - ZWiHEZR D7 LY 2 Z DPlenary Session T{THoiL, &3 OBER N BT
WA NVIGRINOEES L Z & T ZRET BT L7, Sana Health & W 5 #filiic &
HIEMERO Yy bu— 2B E LIoT AN ZOBBEENILEBEHIY . He 0355 US
KLV Z#ES L L=, Z DMedTech Innovator Competition® HfH 7+ X AdvaMed ®MedTech
Conference TIZHEFRTN OV TE Y, 4% b o HilsidOMedTech ConferencelZ & K% L T
WBE N H D LD TI, Asia Pacificilii O APACMed )’ £ 9~ 5 MedTech Forum T 4 4F
MO BG A Z 1R KAE O Forum TRIEED CompetitionZ 179 E W IHEENH D £ L7-, Hilko
AL — T v 7RLT BT 7 LML CTlnnovationDH#EE A VAR — b 92 Z OBGAIFZER IZ
HT 26D THLLHENET,

K- DMedTech Conferenceld9H23H ~25H D HRRETHRA M ACTRBEIND Z ENT T
VoASNE L,

<INFILEY 3 >ORF>
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<BRAF—IDOEF>

4. P, HEE

A O GMTAZ TN TOBRME TH - 72 72 O L BMEURRIFIE & D 7e o T D TR,
AEERREISKE T 4 TFALT 4 T ThHY TIVN, A¥va, anrETEOFEED
SOZNMG AN, FHZT T DA BITEEEIIE NS OB H 0 £ Lz, FEE - Hillinr o
D FEIK A o RSB |Z 5 = 212 L BT o SR D %, 70— G L IE
A EREIZR D 2 Lmh, L THERBRNVEAETHL LKL ET,

AdvaMed MedTech ConferencelZ 2\ Tlik, X%ty a VERTH Y EMHNAONE T
T L RPERPNENELS SN E DL LD TN, ERRKESREE L OB A . 1 H B8O 55 H)
M, HEHTRHI O <°MedTech Innovator’s &, FEFICHBRIEVHAAENEVIAENTED
Plenary Session I3 A A, h=—+ 7L 7 EETEM. Va— 7 v o KETRHKEE
Y, LTHREBBETHD, 290V olaA Xy "OBEEEAZHMINTWANS ZZF D
HMATH D RS eZ T E Lc, ERESEROENEIM 25 L THRIFEHZ SIS D
T EBEIOWIZLET,

B2/ 0 E LA, SEOHEICELE LT, ERBRRIKE B2 OMEL OGRS O
FxrFEOVERBRDLIME., THHEWTEEE LI LITESEILZ R L RIFET,
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