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201898 26-28H
201998 17-19H
JR o2 R—D A 75 (RMP) 2017#5818-19H
L= Z NI
— < l/ N o~/ )7
3 Emopmas 20194158 28-31H SwhLg (A RRYT)
2020248 13-14H
EERDDODELR., ©EeNEE October 3-4, 2017
4 Chemistry, Manufacturing and Control (CMC) /  October 9, 2019 N A (NFFL)
Good Manufacturing Practice (GMP)
b EERODEE. T2WNERHE October 15-16, 2018 *ERF—= (Tv>~—)
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PMDA-ATC e-5——V T R7 A

B 2EO BHAOMEFEOEE
PMDA® 73575, EFERHIRFIC R EEF COLTIBALTLET,

= ZE2 SRR TREN (3. BB TE (7~ T FETT
.= i . e s A= N ,. .
—uH A= :l-:‘f/./' : 800 ﬁ“i_l. 5E
e-I——U A LITO A A+ (BEOH) LURERETT .
{22 — =
https://pmda-atclearning.jp/portals th
A1 b
S ®ifH
il 1. Philosophy 2020.10.31 ICH FL—=2T3FUTIL
Y o N N ) <ICH =
L RDD da D = D) 2. Organization 2020.10.31 « ICH Q11 Q&As - Training on Selection and Justification of Starting Materials £ (Quality/
3T HTR R Development and Manufacture of Drug Substances) - 2019.06
9. Review 20201028 + |ICH E17 - Training Module 1h (Efficacy/ MRCT) - 2019.09
4. Safety Measures 2020.10.31 <ICH Training Associates>>
+ |CH Q1 - Introductory Training_material £h (Quality/ Stability) - Northeastern University, 2020.03
5. Relief 2020.10.31 + [CH Q7Y - Overview of Good Manufacturing Practice & (Quality/ GMP) - Parenteral Drug
i o Association (PDA), 2019.11
6. Infornational Activities | 2020.10.31 - ICH E6(R2) - Interpretation and Application & (Efficacy/ GCP) - Multi-Regional Clinical Trials
7. Medical Devices 2020.11.04 New (MRCT) Canter, 202002

https://www.pmda.qgo.jp/int-activities/training-center/0005.html
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B HEG, RHEEE/ 77Hh7Z77 /ERDR%ER U CIDEUS

B A-—T> Bk (JU—-7701tX) TIEPMDADZERZETS. ESHARSIEFIC
EIPpEE IE T ik

B OO0-XRYA & (ATCESHMEBF) #2021F18 (CAR

https://pmda-atclearning.jp/portals

PC
'H'I'I‘l -
PMDA-ATC e-learning Site

PMDA-ATC e-learning Site

Course Title : Outline of PMDA

= \Welcome to the PMDA-ATC e-learning  —

A v A v
-
site
1.Philosophy |
+ Click "Start" if this is your first time, or "Continue" if you want to )
continue from your last visit. 2.Organization Learn Y
+ Course 1D is necessary to continue from your previous session. S Py
3.1.Review Teams
= [nformation from PMDA 3.2 Application Dossier

E-learning content will be available from January 6, 2020.
mm FAQ mm Contact Us 4.Safety Measures

mm Operating environment mm Manual 5 Relief

p— = g m
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® PMDAIL., Er29F2ATEEHERARR/GCPERIRVIEERLTEHE R IDCOELLTEREIN

TW5, SHITHM25468 . [ERMIERIDCoELL TRRESNT:,
EIDARE SR

2021/1/27
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Steering Committee
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EIR £ SR B /GCP SR A&, 24
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BRAemE /L. BAE
it R E R R R E M KE
HA, XKE. 8E
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LA TA—5 L BHATE
— BEAD) . ERERBENE
oy | 0seme DB EBHELL2— (CoE) &
e | LT. PMDA% /{4 Ok iz

PMDARUBFRAZENAPECDBERIRELY ¢ 5 s00me
H—-CERBESNELE
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0 EREN0R

~ERER, /A AT0)0I-BRNTTAPECHRORS  may>s
SRRITRET R~

ﬂ » BEEEH-r2x

5 -

TIPRBEEREN A THA T AA =533 T4~ REIANAERS (o pechc Eeonomic 0o |-y | L % '

‘operation, Life Science Innovation Forum, Regulatory Harmonization Steering Committee, APEC LSIF RHS Wl 2 O 2 O 6 N N

O) Tl EER. EEASCUL TERAUSUSHCRNEATAD. Z0-8LUT, BNTREATEA RET ’

SIS T S PERERRE T 4~ (Center of Excellence, CoE) & UTEEL. APECHANZELEEA fn

OREOERERELTUET. s 7 éj\ 2]77 O) CO E & L/ -t S

£H2£6AISHIC. APEC LSIF RHSCORZ A ZH B, ERAENT TEERERMBRAHE (MDA o =
1, JUATH D5 SESFTRRASS, TNEN. WEOESRERBU S - LU TRESNELE  BRR—AR— P M D A % IE Et =3.] E
OT. POsLLET. — ,t"

i el A n

q b EEAN=T
PHDAE, A28 4 RICr o TERR - ERHEM ~ZU0t05- (NORATC) ZHEL. WOADHE,  Ee  ssgepemn
SERERL. ERSRESORINBT. TITRESORISSALEA CREERILTLET. 202 CRBELTLE

= a3 U > PRI r 4 /GCP r mREMEERIIC
SIE A2 AEE S B L MERREH R T ERIRUTER AR SRR
https://www.mhlw.go.jp/stf/newpage_11985.html
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HFE g (BAfEH) = FhiEY S
XAEEH (WN>a7) 2019458150 GRM, Risk Communication, High Risk Medical Device, etc
BEE (V) 2019478168 Clinical Trial, Regenerative Medicine, In-Vitro Diagnostic Devices, etc
&% (1) 20194F10H1H E-labeling, Health Insurance System, In-Vitro Diagnostic Devices, etc
NhFL (NS A) 20194£10A8H Pharmaceutical regulations, Review of New Drugs, Pharmacovigilance, etc
AR G 202042 A5H glri;(ijzilt,sétfy’ Medical Device, Generic Drug, Regenerative Medicine

o Pinda jowa
THE 1ST VIETNAM-JAPAN SYMPOSIUN

3. Ema‘gm 8" Oct 2019, Hanol, Vielnam
= —=-H0I tmlu Al :
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SH2F10A9BE

SH2F10A7BEH

SH2E10A18E

+F02%97188

18317 BUEAE Fon EF SRS 8 (PMDA)

HFBOH SEFEZMEFIB TUEL, RO TENHYDHESTEVEL,

| 25

EES- - EAEZSOMRE- WS Ul zsn—Su{th A TEY, $E- hiERHLEBUEES:
ESBSERIRN EELTAMER VBT LD BELG- TOET, W hihiis, EXS EFfE
BOERFME WEORBLLTEY U7 iz EBTEL 0 THY, BEEFHBE / EXSEFTRBERS
I V7 O B H] L B F LD RGO #EEI e B Akl TOWET .

FURUD LI FSLIEERODET, ARM@EABFEBECAKERUEEEFRMFRHBENEHLT
EARLTHEENAL RY D LTHY, FRl25F11ASEICAEMEZEAZRA B =RU EEMFRH =M
THEIN - EFHAB O REAICETAREBO ~RELTFR25ELY BEBF B ETHEINT
WaHOTY .,

SEOESOBSE Eii£ikl: BETHMESNAFETLES, COVID-19D tREFITICHEI—F +
IWTORMEESUET, SO0 BEEFETHERTIERS EFRSBU EHNE FRQFO R FICMT
ARBINIER. COVID-19M F 5 C %5 BF A HIRIT IR M BEHEO BITHESICMTLHE BR
BEITIZEELTVWET,

https://www.pmda.go.jp/int—activities/symposia/0090.html

I FHE(Host)

L BAE A BASETTE (Japan-Taiwan Exchange Association)
& /BBFRMIFHE (Taiwan-Japan Relations Association)

% (SupporD) :

(3R #L/5 (Regulatory Agency)]

TR T E AR T50E B #2355 & 188 (Pharmaceuticals and Medical Devices Agency)
#1181 $B Eon FEHEEEE (Taiwan Food and Drug Administration)

BAML A 883G, #%ch, (. (Center for Drug Evaluation)

[8U33 R (Pharmaceutical Association)]

B 53 T #17< (Japan Pharmaceutical Manufacturers Association (JPMA))

aithBFIHE EXGERESSE0E (Japanese Chamber of Commerce & Industry, Taipei:
Pharmaceutical and Medical Device Committee (JCCI PMDC))

&/BBEET #E)%40& (Taiwan Pharmaceutical Manufacturer's Association{TPMA) )
SEET A AR E & (Taiwan Research-based Pharmaceutical Manufacturers Association
(TRPMA))

o IE FEIR I SR ST & (International Research-based Pharmaceutical Manufacturers Association
(IRPMA)Y)

3 REIAA-EEE & (Taiwan Generic Pharmaceutical Association (TGPA))

oh3E RERIIUENEE R 173& (Taiwan Pharmaceutical Manufacture and Development Association{ CPMDA))

[E A #2335 R (Medical Devices Association) ]

BAEF#ESRERES = (Japan Federation of Medical Devices Associations{JFMDA) )

o BEF BT T R/EHE2 & (Taiwan Medical and Biotech Industry Association(TMBIA)}
¥ REE Mast i KE]%\ & 2FIRi&& (Taiwan Federation of Medical Devices Commercial
Associations(TFMDCA))

| 1.e®

SF028108158 ()

| 25

13—F +)l(Webex Events) TORfESAMNET
BAREDSE T CEMBSN VT2V ITATETI A= U ST, S 0EBRIRILET
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QMS MOC Q&A

Poyilinn Paper
e Queslivo aod Answer
Tor the QM MOC Iramework For bledical Devise

berween Japan and Taiwan
Lé Ol 2020

THE 1APAR-LAIWAN EXCHANGE ASSOCIATION awd THE TAPRAN-1AR4AN
PLZATIONS ARSOCIATION 1l
ficldl of imedien] dewnee Umelity Mans pement sysrem i1
2016 The Mmisioy of Texd, Labowr ] Wl
Medhcal Deoces Agemcy FMDAL & (b
CIEDA) e Tl sl W
Cpusriom and Amswer 10MA) docmeant an LG Oelnker

deuozandum ol

ments 1 oo er

(MITLWG
ol &l Doug Ao

Plizmusaieulis

e Mish L vl won sl et sl s

Il

1 This s deeinent s ool e prvide deeper wnderszidop and e

Jercanate o Tcben e o the mzenn Daswd oo e MO Gor Fapers aml Taiwocs.

Further callabwesinn an ros iz vy he disesasd e the

i

This sbecumeml i o ez ed o creabe 2y Tegally Tmding obligims.

4. Ay differencas arising fram the isnerpremtices or implemaitian o this

stgon peoer will be peselved Covugds Ce vimsullalions wndes e Choweock

£, This Eosition paper mey he znzsded e fuare, oien it wondd ke comfrmsd
il

Tihix pursili pager was jointly pregured by
MHLIGPMDA and TFDA,

and will e opened fv stabcholdens in Sopun and Taioven.

Question & Answer
for the QMS MOC framework for
Medical Device
in Taiwan and Japan

1. Taiwan to Japan

Q1 - Valid Documenls

Wihal kind of QGMS sompliane: corliisalion sl medical device QRS
anddil vepes s weould be walid o his progan?

Al

For thiz program. OMS compliancs certifications and madical device
QMS audid reports which are issusd by the Tawwan Food and Drug
Administration.  Ministry of Health and ‘\Wsifare (TFDA) are
acceptable, and the copy of the documents are required st the time
af application far QRS awdit. Please note that the format andior
descriptions changed by applicants are not acceptable.

Q2 Document translkaticn

Can OMS compliance cerfifications and medical device QM3 audit
reports which ae issued by TRFDA be submilied in Chinese?

A2

QNS compliancs cartfications translatad nte Japaness or English
should b submitted along with the copy of original certifications
written in Chinese. Medical device OMS audit repors can be
aubmitted in Chinees, but if neceasary PMDA may ashk questions 1o
charlby e contents of the report.

Q3 ¢ Bubmission

Irs this prograrn, should the QRS cormpiance cerliications and e
madical device QMS sudit reporis which are issued by TFDA be
submitted through the applicants (Marketing Authorization Holder or
Deeignated Marketing Authorization Halder)?
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Pharmexcil
Federation of Indian Chambers of Commerce and Industry(FICCI}

2021/1/27

| 1. B2

SHFI2F2R58 K3 9:30~-1T10(FED

| 2.5

Yt — )RR B AR A
B AP B AE2-T-1 B AR -

hitps:/iwww.bellesalle.co_ jp/shisetsu/fickyo/bs_nihonbashifaccess/rh

| 3. BN

HERICEUI ., SIeSERDTL £

(FESIEL 2004

HRERISRLIRES. EMEFEROMSET, eliF ET. T, BBV W EIrESEDI0, BLRAHEITERE
RIS -~ E R YO SIABERERL ELE T

EIrE B

| 4.3ER

[EWFiEER H#SE & #E

| 5. 7055k

Keynote Speeches

Dr. V. G. Somani
Drugs Controller General,
CDscCo

Latest trend of pharmaceutical, medical device regulation, ‘E
and international cooperation of India

Dr. HAYASHI Yoshikazu Latest frend of pharmaceutical, medical device regulation
Senior Executive Director, ) 3 p o g ! B
PMDA and international cooperation of Japan

https://www.pmda.go.jp/int-activities/symposia/0085.html
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LXaSk)—)SATURAD 20208118278
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(ZFDith)

BARDEBEBIBORE BIIFHIELRBFEDOLHEADNWHODI Global model framework] (SZ& (23 RERFAR) ELTAR
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https://www.mhlw.go.jp/hourei/doc/tsuchi/T20032310040.p LX ALY,
df
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THOBEDEFEWIZOWT(RI2F4R 1B T EHER) NDFEA—IVIZEBEFRY, A5/ TORES) LE BT,

https://www.pmda.go.jp/files/000234902.pdf s ZTOR BREUOMICOEFZREZERLERFEL. LELGZEROFIROEREITS
CEREETHILE,
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M2FE4A 7B HTETHER) BET55E6T. ARERTEEXIRENOREICLY. BELEEFAREXE
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df 1. [RREDR—HEHRTETEILIEEDFIEEZESH - L TERLE-REETE

EEYE. tORBEXEDRDYICRENEL TR ZEATTRE, REEfTE
BEWERE S HMRICIT, MEAREEEAILEDO VT W ATEE,

2. ATLYMRRGEZAVWTEENEETRBEXEICEREITV. TNEEH
MICRETDHHEES. XEORFEAZIITODLWTFIEEENEFEINATHEY.
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FEAOSOMNNABRREOREICHSHEDOEAHER - ESHEEAERVGCP ARG, HEIOFT VAN ABRREDILKREFD
RERVGCPEMBAEDEREFEITE T HERKLNZDLY RRFEZEL. ERTHEENHEHE,

T(SH2E5 8128 4 +EFEER) c BAREKEEZE~ADOEAHEEAERUVGCP EHAEX, ABRKEESFLIVE
https://www.pmda.go.jp/files/000235011.pdf ATICIRESN-IRNEHZHEEL. ZERMICIENEHNZERTLSHEJE—F

RE)ICKYERT HEENHDH L,

. BABREHRERMBEANDGCPEMAEICIONTIE. AREREEMELABE
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IMDRF documents
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IMDRF technical documents

IMDRF code Document title

IMDRF/GRRP WGING3 E Competence and Training Requirements for Regulatory Authority Assessors of Conformity Assessment Bodies Conducting Medical Device Regulatory
FINAL:2020 Reviews - PDF (370kb)
o Competence and Training Requirements for Regulatory Authority Assessors of Conformity Assessment Bodies Conducting Medical Device Regulatory
Reviews - DOCX (113kb)

IMDRF/GRRP WGING1 ﬁ Regulatory Authority Assessment Method for Recognition and Surveillance of Conformity Assessment Bodies Conducting Medical Device Regulatory
FINAL:2020 Reviews - PDF (785kb)

B‘ Regulatory Authority Assessment Method for Recognition and Surveillance of Conformity Assessment Bodies Conducting Medical Device Regulatory
Reviews - DOCX (243kb)

IMDRF/AE WG/N43 ] Annex A- IMDRF terminologies for categorized Adverse Event Reporting (AER) - Medical Device Problem - XLSX (51kb)
FINAL:2020 Updated 5] Annex B: IMDRF terminologies for categorized Adverse Event Reporiing (AER) - Type of Investigation - XLSX (13kb)
AnGexes (Edifione 1) 5] Annex C: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Investigation Findings - XLSX (24kb)

=] Annex D: IMDRF terminologies for categorized Adverse Event Reporting (AER) - Investigation Conclusion - XLSX (14kb)

2021/1/27 220 EEBHEL TS M)A I URAPRR

Date posted Pages

25 21
September
2020

25 69
September
2020

27 July 2020 23

57



LLIN

IMDRF & Stakeholder& (D& HE

= IMDRF Management Committee (MC£:%) (£ R H{E%
AFL. ERXRBDIGEHRKITTHET,
. GMTA(SEA: E#:E. AdvaMed. MEDECE)
. DITTA(ZnE A :JIRA, COCIR. MITAZ)
s MC&EEHARI 1 (ZOpen Stakeholders Forum# {70,
IMDRFDEH A RIEZFHEELTLVET,
. BH¥lIMeetingsR—UIZIBESNET,
s WGHMERLL=HAF Vo RIF/NTaABNThnET,
. DocumentsR—UIZHEHINFT . CERZHFHFELTHYET,
;&:&B\ ERZTZHINDRIE. BEARNGERIRELRRELLLV-LE




IMDRFEHE[FERE &6

= IMDRF Webpage http://www.imdrf.org/index.asp

s WGHMERLT=/\T Y IaAVNXERUVUREXE
—DocumentsX—

» ZEOEZRH R UVEWCH R HEEHR—MeetingsR—

.....

Consultabons

Presentations from IMDRF-DITTA Joint Virtual Workshop (21 September)
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