PMDA Updates

2021 £ 10 A&

News

1. AVFRL7HNEERREZESRFE COVID-19 FEIZDULTIHRAT

9A28.PMDAIZA R AL 7 HIEBRREREST (A1 FRIFFDA) ECOVID-19% RIZDWLTIHERHRR
#aEITULVELT, PMDAIL, 5IEEEREMGRHIRAFIEERNICSWOTAURRI PFDALHEL . MER O
EHEICE IR HBEFEDRIEIZAIT-TEAEEHTSYET,

2. PMDA-ATC GCP webinar 2021 for FDA Philippines

9H8H.PMDAIZI/JEL B REZE ST (FDA Philippines) [ZxtL. 917NN LTGCPEI+—%BEL
FLizo KEZF—IL. GCPIAERUVEERBEICELSI,JE VR HI X (FDA Philippines) BB X &
[CLIztS+—THY. 598 "SmLELI=,

SEINEIF—TIL, PMDASEEMRIIMSDEEE N SGCPERAEICEAT IERLTITLEL. EE
BICITERSEZITV., BREZEDFEL,

SH%ILPMDA 7O T EE G- EREBIN —=20 2 2—DRL—=24%&L . FDA Philippines& M i&E
Rk IZEBHTSYET,

3. BXR-TL—L7_EEREE
9 A 9 H.PMDA [I7L— 7 EEMIBT (MDA) LN LTC_ERS&ZRELEL .
PMDA MoEEEAEER. FREAHE. PEEHMNTRE (EREMED) | ABREFEETREM.
BEEHEEANSRAR 2 ERESHHERM. MDA A5 Ahmad Shariff Hambali R E AN ELELT =,
4 EOZERMKAE TIL., Hamball RERUVEREZEROBREITHE. MED COVID-19 ~DXIEKIZD
WTEREHBALEL . TD®R. EEEFRICETISEDOHBAICOVTERLELz, . MEIEH S
KHERODI=0. BREBHTELTLCIETERELEL
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4. RAPS Convergence 2021 (/\—F v )LE4#E)

9 A 12 H~15 B. RAPS(Regulatory Affairs Professionals Society) Convergence 2021 A\B{E=h .
PMDA NS B TR T tHEREBRAEER. BN B LEEKRBTEEF _HE.th 11 ROBEL. EEFHE
ENLBE 1 AaN”SmMLEL -,

AEETIE. BRAOEERMBRHOEMFEILEBMNETET7—0 3y, HK@?%E@*E%U@JF’JE@
99 BHealth Authority Forum: Japan. Z L T H A#HBD (Harmonization by Doing: E &t RERERDHEE
FEER) ORMEATENT dviavzazBELELE,

D—93 3y 7Tl B THEREFFARENER. PMDABEIRZ LEAFEEBEI1ZNEEEHRD.
PMDAD EFFEIDMMMAITIAEY . TRAIMNSTHIRRICVL 5B RO EEMB RGO LEKGEBNLE
Lfzo =, BRI ZSORBBALXEZSBELT. THTITDILIGELI L AZENELFEEIC
BITAIEEMBREROD T —IRN—RBE[CODVWTITEELE WV LEEEL, EEESIA—I—FNSH30
BDOSMEFENHY. QALY AV T EREBOBECE=ERAATL, REICEDHLH104
DEBINFELN., ERLGERICENTONELIZ BB RXT—9avTE. TLAhYIT7LUR-D—5
LayJELTIR10BICRESNELT=,

E5[Z, Health Authority Forum: Japan Tld, B TEEFEEFRRABREILEREZHED . EEFBHEBEDL
HERMSBRE DM ELEMERIEIZ DL T, PMDAR 8 24 A 5PMDAE R & #£ 20154 COVID-19/8Y
TIVITIZBITREERHFDKRICOVTENLELZ, BAIX. 91002 DFERLASHML. BADER
BB RIIHTHELDEIASIhNHLNEL,

F1=.HBDt Y avTlE AN ERMBAETEE —MRIVEREHD . PMDARE | FDABE S LUREHE
NoDEEFICEHEEDR, FI45RDERNSMT 5., BRG/N\RILT1 ROy aviiThnELl-,

REE2022F9A1MB~13BIZFIYFMITZy IR CKE) THESNSFETT .

[ )
Convergence g

Py

Moderator PMDA (

Kenji Ohata

[Preconference Workshop: Japan Regulatory Essentials lPoints for conducting an effective global clinical trial
of MDs/IVDs— Seeking Innovation into the Regulation | through experiences in US—Japan HBD collaborative
LE&ZE. BTEE th (PMDA ER£75AR%®) . TR activities ]

E. KMES (BARRBENHEERBSIL AN LA BFEE (PMDA EREFETEE_HE)
EEFER, KIRTIAE RELR, RIAKZEA

KBx IHE)
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5. % 20 [B] IMDRF EEER R (/\—F v /L)

9A9H.13 .14 BRU 16 HIZ. & 20 [8] IMDRF(International Medical Device Regulators Forum)&
BEXEEASMOMNZERKFLEBEERIC/N\—FvIL CHESN . PMDA N5 H TEIE th EMEESFER
fth. EFEEEE 1 R RUVEEFEBEBE 1 EO/HELFEL=,

9 B 9 BI%. UDI(Unique Device Identification)&7—<IZ. IMDRF &% 5 H{AT#H5 DITTA(The Global
Diagnostic Imaging, Healthcare IT & Radiation Therapy Trade Association) ED&ERT—> a3y THEfES
NFELI RFEBRRVEERIS, FE-HIETEALTLVS UDI X T L4, UDI DRERERERDT-
HDREFENHFIN, BRELELEFBEN S UDI DIRKEBNLELT,

9 A BAIX.AHER. ATV —N— (K- BHF) RUVEEXEREL. £ IMDRF EFBICEITIERX
H]EITULEL,

9 B 14 BIE. BHLBICIA, EER%ELE T IMDRF BBEE I+ —S LN BMESH . IMDRF £ E - #h
BORHER. & WG DEBRERVEEREFOBDLBIEICDOVVTHREKREZITLELTZ, PMDA H 5,
SaMD (Software as a Medical Device) [CBT 5B ADHBHIBIMFL. BANZREZHOTLSFES
5& (Adverse Event terminology: AE)WG D#EHZHEL. SaMD ICEHEL T, AT S LEEEIIDESR
LEDHEARICOVWTERRENHYEL =, Iz, COVID-19 /XU TIVIARI v )LEyiavel
T.WHO, EERRUEERENS. TNEFND COVID-19 /AU TIVIADR IR RIZDONVTRERAE
AIhEL=,

9 16 BIZIX. BH LB RUATH—N\—(2K) DADIFLAREENFHEIN. KEFDHIF VX
XEPSEDOFHBREFXEBICDOVTRELELZ, ARETIE, /NTIAXELLT Al EEHER WG HME
R L-EE#RRZERASIN S ML(Machine Learning/##F3) ICEAET HHABOERICHRIHMFT R
M, RIEXEELLT 3 FEFED MDSAP 17144 > A(IMDRF/MDSAP WG/N4, N6, NIDDHREXENZETNTE
NEDINTWET, T, FIMEZIEBR EL T, GHTF B X1Z SG(study group)5 M ERLLT=IVD DY)
ZHILIETURIZET H3E (GHTF/SG5/N6 Hvi> N8) DR EEEMNKBSINFELT=,

R[E] IMDRF MC =& 13, 2022 £ 3 AICHEEINSFETYT . REDEREIBEXBTHEAELTHY.
RETA—ANSUTRELBRBBFOHDIZEITHEO>TLET,

AREDOHERFFMIETE URL ZZS RIS,
http://www.imdrf.org/meetings/meetings.asp

6. ICDRA & (/\—F ¥ /LE#)

9 A 9H.9 B 20~24 H. International Conference of Drug Regulatory Authorities ICDRA) & & HY/\—
FrILERESNELI-,ICDRA [E.WHO A' 2 F(Z 1 E, 2EHFADESHRHANLB/ELRRICHESNLIS
A TY,PMDA Mo [T ETHIITRE (EFERFIIE L) it 4 ROBEN. EXFEEHNSIEITHE
ZEBRESHINERNSMLEL,

AEEEHH) 2020 FITAURICTHESNSFETLIZAY, COVID-19 BEFILRDEEE Z (T TIEH
SN, SN—FvILTRESNDZEELGEYELE,

AEGIZEIZEORF LBBERZREOCRT—IRILE —DS L. “Smart Regulation: Timely Delivery of
Quality Assured Medical Products for All during the Global Pandemic”ZT—<IZ. EEEMN{ThnELT=,
Plenary4: [Facilitated Registration of Medical Products] Tl&H E#{T1% 8 A Murray Lumpkin &1 (EJL&
A FAYEE) EEBICHRBBREZED . VSATURAPTO)TADREILIZDWTERLERZEA
ThhFELE AEEDFEMICOVWTIEITED ) IFT SN,
https://www.who.int/teams/regulation-prequalification/regulation-and-safety/regulatory-convergence-
networks/icdra

&[ElMD ICDRA £ & 1% 2022 FIZA VK THEFETT,
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7. PMDA-ATC & U.S. FDA Pediatric Review Webinar 2021

9 A 21 H~24 H.PMDA [Z[PMDA-ATC & U.S. FDA Pediatric Review Webinar 2021 |Z B L /=L EL
fro ROIEF—IEX MNREERDOBERABRRUVAZHFOBEEERICEOLIBEN AT LEBEEZRER
EL.TENLNADY D AR AVERVT  RYSVA, BE. FADIIUT . 74VEV . TSV R
IL—  RL—Y7 v v—hni 32 20OREILBEEEASMLELT,

ATEF—TIX PMDABEE(ZINZ . USFDA R U EMA Mo BEEBE. SMEXSRIFEEELT,
PMDA R U US. FDA IZE T3 EBFEME. KEIZHITEH/NMNRICEAT SR H . NEOEEF LERREE
L DREL—ay (BRAPHBEANNEE) ASOENET—2D 5 &, BERRAERICH (T HMEMNE
REICEATIBBRETAEMELI- LT, SA4TICKBHEEELZIZS ML, PMDA, US. FDA U EMA
EECE R B PERRBEITVEL,

2 BBIZIXPMDA A, 3 HEIZIZ US. FDAAXEET ST, /NREAD-ODEEOST—FD A,
INREERRSREBRIZE T A MIEMNERIZET AT —RARITAZEBELIEFR LG LTI ThhZE
L1= ‘c"bL ABBICIEABRRERAFERBICLIEREEETOEYIVERITIEFE. SMEIZEHSTS
ANGEERES ORI ELYEL,

LBRELY . FEBTOTERR ERESBZI —=2TJ 28 —F). DrJohn Alexander (U.S. FDA) | I ILZEAX
(a—F 4% —%A—) . Dr. Franca Ligas (EMA) . Dr. Donna Snyder (U.S. FDA) , Bk[REE5hA (PMDA IBER)  ERZEF
(PMDA EFFERER) .

TE:YIEF—3nE

PMDA-ATC & U.S. FDA Pediatric Review Webinar 2021 QD LT i€ web site ZZSBBLIEELY,
https://www.pmda.go.jp/english/symposia/0208.html
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8. PMDA-ATC E-5—=y 4 #iiar T Yymiamn

PMDA Tl& 2020 £ 1 A&Y PMDA-ATC E-S—=UJ VR TLERBLTVET . k. BEERSFEH
mODBEICEATHVTUVEEMLELEZOTEHLEWVLET,

AOAUTUYTIHE. BEERFELDER. BEITOLR . £FHRUVHRBRMARR., TREAETEEZEN
LTWET,

E-o—=27a TV (EBOH) IFLUTOHALUBEERRETT,
https://www.pmda.go.jp/int-activities/training-center/0005.html

51 Bt

| PMDA-ATC E-5—="-%

REOHE I TPMDADE LR E. I MM I *:}54;##

Measures against COVID-19 E®E 202141

| PMDA-ATC E-5—=2%

Measures against COVID-19

NS0T 5, YouTube L THEEMETHES

Measu 2T IR BT TUCPETT, Review of Regenerative
¥ —§ham 2. 2IT13 WO WES TRENT L0 . s

“j 7 ‘ Medicinal Product (RMP)

Review
[$710] MEEMSNRO WX MTE30-7 ot L0 slation
RT EVoulude
1. Review Teamsth
2. Application Dossier oy nal
ENA ERRE KEERSMACAN. ¥0M 3 Review Processth Bnda
= - = A AT TECOISTI UL, T, SUeT AT O TOT i or T
[ t’ 5-7-:./’: TV J 4 J_ﬂp_ﬂnese Phafmal’__op_oe_la_[\.lp_l th structure or function of the b:d-ri of humans or
5. Review of Generic Drugs th : ,'u‘| :re_nmun or prevention of disease in humans,
b7y LG 0 for ghon therapy.
6. Review of Biosimilars 51
[ 1. Review 2021101 New ] ® Ministerial Ordinance on Good Gene, Cellular, and Tissue-based Products
| 7. First-iin-Human Studies 5y " 5 '
2 Satety 202010.31
| [8 Review of Regenerative Medicinal ProducttCh New!] » Regulath t‘-““’""" wiacturing Control and Quality Control for - Regenerative
3 Rt 20201031 - Medicinal
4 Meaical De 2020114 |
= | Safety
5 GXP 202191

6 PIDA Efforts 2020.10.31 |

9. PMDA-ATC MRCT E-5—=>4%1—X $ifik%
PMDA-ATC with National Cancer Center MRCT Webinar 2022 S iN& S £ 18

mc BN ATHREY I — Pharmaceuticals and Medical Devices Agency

National Cmm.ll: C'.'-: Japan Email: PMDA-ATC@pmda.go.jp

PMDA 77 EE R -EEMIBINL——2F 2 4%— (PMDA-ATC) (X, i@/ REI L BHIELERITIC.E
[ 4t B4 8% (Multi-Regional Clinical Trial; MRCT 27 —< &L= E-5—=2 45 a0—RXEHIRIZEEZLEL
7‘_0 ZNDO—ATIX.MRCT OME WET—2D;EH. MRCT OEI#EAT T, ICH E17 HARSA2%) (2hD
ABEEIZEITSH GCP AEDLMEDIT. MRCT DT ERRUEEROEE R HEIZDNVT, E-5—
—/7 DATLENLTETAEE G900 ) FTEHENTEFT . BFEICIHE-S—ZU TV RTLAD
FRIEZNAVETT, HFHIIUTOY A ETSEESL,

https://www.pmda.go.jp/english/int-activities/training-center/0006.html
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F1=. PMDA-ATC [EENIANA TR 22— (NCC) FRfFIRE D HE TIPMDA-ATC with National
Cancer Center MRCT Webinar 20221% 1 B 11 B (FLUSF)—tvi 3 ). 18~21 H E&H-5—ARA
T4 ODERBTYOITREVATLEFERALTHEWN:LET . AVEF—(X, 7O TS fhIZH 155
PREABRETEARFIDE - HEZBEMEL. TELTBNRHABRDERRBEEEZXNRELTVET . S
MFFFFICMRCT &7 —VELIZE-5—=0 20— REFELLLET. SATERRVTIL—TT—9
[CERAFET . CNITKY MRCT OFE-THAY ERUVHEROFMICHSTHBER. HITOOFHT
DEERABRERED-ODEBFREBOEFEOTOTIZEHETS MRCT rybIT—0%EEFUFET,

Ay EF—I& Asia—Pacific Economic Cooperation (APEC) Life Sciences Innovation Forum (LSIF)
Regulatory Harmonization Steering Committee (RHSC) 0D APEC Center of Excellence (CoE) Workshop &
LTHRELET A, APEC INBRFBE LN ORI AR/ DSMLZTFTET,

PMDA-ATC MRCT Webinar 2022 DFHIEFEEREMRIC DOV TIIUTEISEIZEL,
https://www.pmda.go.jp/english/symposia/0224.html

10.PMDA-ATC Pharmacovigilance Review E-5—=>4" 20— X &R EIx%
PMDA-ATC Pharmacovigilance Webinar 2022 £ hn& SR 15

APEC Center of Excellence Workshop
PMDA-ATC Pharmacovigilance
i &» WEBINAR 2022 __‘I; 4

" Ecenomic Cooperation
-

PMDA 7O 7 EE A - EEMKIFIL —=27 23— (PMDA-ATC) (&, B AR A BELERITIC.E
ERREER(D7—VIEDCSVR PV ET—IELIZ E-5—=0 7 a—REFHRICHKLELZ, 2D
O—XTIE. PV OB ELERZE. EERAVEEGE. BAOEXESEMERAHEREFELEIZD
WC E-F—ZU TV RTLENLTETAZE G 130 ) TAHIENTEET . FBITFE-F—=27
VAT LNDEBHEHENDBETY,, FHIELUTOY A IS RIZE,
https://www.pmda.go.jp/english/int-activities/training-center/0006.html

F1=. PMDA-ATC Tl&. TPMDA-ATC Pharmacovigilance Webinar 2022 |% 2022 £ 1 A 25 B (FLJ=
F)—tyia)RU1 A 31 B~2 A 4 HORETRHEWLET,

AIIEF—IE PV EBEHEIL TV SBNRFIEBIELSEERREL. BERUVYT—XRIT1EEL
T.SMEDN . RRTYR D RONZOZOFHE ., MM XEICET L. ERRIVRVEEETE. PV D
BENFEEFESRELBIT. SMEBSOE - g ORFAGTIORRE RIS DRIFIBEEIRETHIL
#EMELTLET,

1# . A EF—IZL Asia—Pacific Economic Cooperation (APEC) Life Sciences Innovation Forum
(LSIF), Regulatory Harmonization Steering Committee (RHSC) M Center of Excellence (CoE) 7—4 3w
TELTRHEWLETH . APEC BFBELUNDOHEH RN SOSMEZTHITET,

PMDA-ATC Pharmacovigilance Webinar 2022 D FEMIE S EEHBIC DOV TIIUTZITSHEBIEELY,
https://www.pmda.go.jp/english/symposia/0223.html
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English Translations of Review Reports
PMDA 74 AFCABL TV A BEREBERD. BHOBBAEHMSELET,

EXER
https://www.pmda.qgo.jp/english/review-services/reviews/approved-information/drugs/0001.html
R5E4 — iR B4 ¥ BEAa
TRILIX |

g VIEERIE
(A E R THEL)IEEE 9/17
JLyoy YYhITBTY I5)La—8)L 9/30
(FEIAER
TRER) R TLoyFxivd RRFUGEGEFHEER)
(— ) 10/7

Safety Information

EEA FALOIEORETIETEM(FM3IEI A 21 H)

-OAFIAILREEE) DY RNA T9F 2 (SARS-CoV-2) (AT FT1HiE)

0594 ILREERD) T RNA T 49F 2 (SARS-CoV-2) (COVID-19 DHOFUETIILFFFE)
-JAF 4 ILA(SARS-CoV-2) DV F> BIEFHBAYILT T/ 0AILARYZ—)

HEEMRAB (FF3E9 A 21 A)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html

EXL-ERRBETLTLMHIFR No.386(SF3E 10 A5A)

1. PAEIKEBERERII a4V )LEEE I0megl R EBEIZHITEH 3V, 7HI45F—ITETHFEMEEIC
20\ T

2. FEREDEEDOHETICOLNT(ZD 326)
(1)3BFI4ILA(SARS-CoV-2) TV F L GEIGFHBAYILT T/ 74 ILARYZ—) #1(2 #4)

3. MHREZRAEONZEE—E

HERAR (Ff3FE 10/ 5H)

https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/safety-info/0161.html

EXmHM FRLOIEORTRFEMN(GMIF10A128)

NOFOFT IR

2 TFHRSYUFRID L RIVINGRLF R L

ARJLADFL

HEEIRABA (FF13 4 10 A 12 A)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html

EXEA ERALOIEORETHRTEM(FM3IE10A 15 8)

-OAF A ILRER) DY RNA T9F 2 (SARS-CoV-2) (AZFT1HiE)

ORF A ILRERDP RNA JHF 2 (SARS-CoV-2) (COVID-19 DUFUET LT i)
KEMAR ($F3F 10 A 15 H)
https://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0370.html
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Events

PMDA MEHEFFBMEFEL TV D ELERSE
B =HEB BRIEIRAR
MAORIBA-18E NeFrlLad
MANA A ERREE AT —T A N—FrLas
MAT5 AT B PMDA-ATC Medical Devices Webinar 2021 N—FYILEE
1MA198.228 IPRP &4 NeFrlad
1MA2HAE26H PMDA-ATC GMP Inspection Webinar 2021 N=FYIEE
1ZA1H2H ICMRA H3whk N—FrI =G
2R 148 ICH Fund Training & & 74 —7 s Amades

Reports from Overseas
BAEBICEHELTLSEEN L. M TOEHNZHIEALET,

EMA $TEESHMAE

EMA (& 10 A 1 B{t1+T. Martin Harvey Alichurch 5% EMA D EEREFARELTESLELE: V.

Harvey Allchurch I 1995 &2 EMA [ZEiEE % . 2L DEBBORT 3> TEEL . EU-M4all (2021
£ 3 A& PMDA Updates S8) . 77UATORHH . ICH RUZ DD ZERMIREZELC TIEAWE
BEREEEIEENTEEL =, 18 ¥ ARBI®D Unitaid 2L WS EFFHEE TO Y /N\T1HILERE T, 2020 &£ 11 BIZ
EMA [ZRY). ICMRA CEERH L4 B EEEHEMR) TD EMA D) —4F—L v 75X 25EE4(12. ZEHM
RUZEMOEHICEHL>TEEL:,

K DRIEE THoT= Agnés Saint—-Raymond K(E 21 ERIC R SBEERATHESNFEL -, &l 4
[ZA—T72  NERUVEBESH CHRELREZIN. EMA DEXFKICEXRESIEHMEINELZ. oD
PNEF(X EMA LEE @A PMDA B CRFLHBEAREELIENTETEAHFTEHYEL:,

EMA B LT > EL T, Agneés Saint-Raymond KD ZNETHDELEFEE . PMDA 25T B IR
B LI HEBEARENS EMA F—LEDNIZI 2=y —2a VDG EREREZRET S EITEB
TENIEEZZTWET . BBICDOULTIL, BiE. Harvey Allchurch &34 D PMDA RS NELy, it
SEERARLEL,

1) https://www.ema.europa.eu/en/news/ema-welcomes-new-head-international-affairs
2) https://unitaid.org/#en

RIS (BRESY T EMA BE7E)
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