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2. PMDA-ATC Medical Devices Seminar 2016 (11A7~118)
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3. USFDADBERICKAHHE (118148)

11 B 14 BH. U.S.FDA M Office of Surveillance and Epidemiology @ Director Tdh% Gerald J. Dal Pan
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4. 2016 APEC Good Registration Management Regulatory Science Center of Excellence Pilot
Workshop (11H15~17H)
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lPediatric Extrapolation][&/NEAEXERMAFKICETAERICHEDNLGFEO—DELTEESINT
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http://www.pmda.go.jp/review—services/symposia/0055.html
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English translations of review reports
PMDA VT HAFTRARLTVWABEEREEERD . RHOBH A EHHMOELET,

EEmH

http://www.pmda.go.jp/english/review—services/reviews/approved—information/drugs/0001.html

7. EMA Visiting Expert FRER &< (11H30R)
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http://www.pmda.go.jp/english/review—services/reviews/approved-information/0004.html
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Safety Information

Eﬁnn FERLOIEDOWRETHETEAM (FAk 28 £ 11 A 22 H)
RSTLOUH (FBEHIF)
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http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—
precautions/0306.html

E%nn EALDOEEOURETIEREL (FRL 28 4 11 A 25 A)

TaiAXtF UIEEIE

RUS 77X UERIE

SIFI TS UIERRIE
KEERR B (FRL28 11 A 25 H)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of—precautions/0306.html
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http://www.pmda.go jp/safety/info—services/drugs/calling—attention/risk—communications/0001.html
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EEM-ERBBELT LT No. 339 (TR 28412 A 20 H)
1. SIVFIOTSUERIE, TaXxEFUBREBERUAVS 7RI VERIEEKIO BB RELEICRD
FARFIEICONT
2. FR2TFI—RVDAVIINIUYIIFUEEBRDOBIRIGEEVREIZDNT
8. MAVINIVYIAILAEDREMIZDONT
4. EEGEMERFICET HIEHR
(IRSTLEvy
(21707 /—
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6. MRERFAEOHNRGHE—&
HEERR2NBA (FFRL 28 £ 12 A 20 A)
http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0156.html

Events
PMDA REEF-(IEMEFEL TS ELEREE
B E-% £ R 5 Pl

1 B 23-26 B PMDA-ATC MRCT Seminar 2017 IR
1A 268 PMDA-ATC MRCT A7 —o33v” B
2H2-38 F4E BHR—-FAERIURID L Ny
2H6-9H PMDA-ATC Pharmacovigilance Seminar 2017 HIT
2 A 9-10 8 PIC/S (Pharmaceutical Inspection Cooperation Sam—T

Scheme) &%

Reports from overseas
BHAEBICHELTWSEEN L. R TOEHEZHIZALET,

EXRRESERICHITZERRNALG GMP SAIESEBETOSTSLADERXSMN
GMP [ZEAS BEMEH AIZIE. ICH HARSAER A PIC/S #@L-SABRBHROER LD
H&HY . PMDA TIFFEBRIICHIELTWET , EIETIE. 2016 &£ 11 ALY FzICEXERRERERMN
[Zxt9 % GMP SABEDEBEH A TAY S LICERICSMT ST LTRYELT -,
CN7aYgS5LIE.EMA. USFDA. A—XrSYT7DHRE X4 B TH B Therapeutic Goods
Administration (TGA)EWS T RFIEBICE>TEHREINTLSEDTYT  AHEIZEDDH S EEPH
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FTHILET. ZED GMP FAEVY—REBEYZHELIZY., ERICTHEZERTHIEXENELTNE
ED

AITOTSLADSMEHIZIE. REMUEFAOHAERENDOEBFLSBEUTHS L. BEMNE
GMP EEOHARSAUZFEALTWAI L, SFIERE ARG RIMNHHIL. SMEBLDIEE
NI TWRIE NEENET,
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EBkESE (BNELY T2 EMA BEFE)

EYERICONT

1 BICIE. EMEGEFI-RTIFRRVAVRA)VEMAREZEES (16-17 B) RUEMERRE 2-
AUNYEEMREZEESR(29-30 B) DFREAEREMNKEZEFHHSE (United States Pharmacopeial
Convention; USP) AERICCRIESNELz. CNOEDEERTIX. TNTNDEESNELETIEE
DMIZ. ZERDBREAECENHE BRLECBEETE TV N\VEEREMITT 50 DORFD
DA EITODVTHERSINEL 2, T RALGBEOAYERICH S TELIEKRRA LS EFR
DEFHIEDONTVELIz, CNODEEDERLRELOEETIE HDOERF TOIEKRE
BELTHY. thDOERALOBESIEIEBMIZEHKADNTNVELT:,

FH/\REBARERAERERAHTIE. EMERICEALT. RERIAOEXRFRADOEHEOEE
DEBGIEZE 1 DDAKELTHEY. BAERATLEYNERICETIHRLGHREREDERN
RAFEIFET,

SHR.MERARICEMESOEEICEALTELDERN TSNS ETFRISINSIEMNG, BEYIZIE
WEHEBETEDLIITHMADAHDEBREEROTNELWNEEZTHEYET,
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PMDA TIZARED 10 ALYBRFEFT—2DZFEIBELELI-A, US. FDA Tl 10 FLL ERTH
HERRABRDAE T —2FBEICFIALTVWET . RHESN ST —2ICELTIE. BMETEDH LN
IW—ILIZRSBEBELHYET , BT —2E2(TIAHICE. BEELOIZ2 = — 30K
T3,

U.S.FDA Tl&. EAHKIIZ Pre-NDA/BLA Meeting THEEFT—2REIZH NS EMAARRERIC
DNTHERINET, L. BHEERTIZ Pre-NDA/BLA Meeting ZIZ&Y BEEE A MBS (ZDLY
TEPIZHLLTWVEMES L, BEEZEDIR—HE® 30~60 BRIICEEIBDEEIZELY Electronic Pre-
Submission Meeting ZBET A ENTEET,

—7.PMDA (FHEEFT—HREICETAEMMEMERICOVTIE. EXRBHEIERED
BEBRERTEIERET. BREEFT AHEERRICTEBRLET . BEBEEFT —AHEZEERIIBEARED
RAT—VDEDFIIZIUT TEH, AIETHTITENTEET,

KETIE., BERFICHEEDID CDISC ZBEDT—AIZEHT 5 Study Data Reviewer's Guide +°
Analysis Data Reviewers Guide Dth|Z, BRERFEIBEHDET LB L EIZEWLTIE, ZLDGEET7A(
ILDFRBACERAEERELEXENMRHEENET . £ I7MILBDOFRE. I7AILOFRE. SHD
TRE. HFERICHASHIZHSITHEORZICELTIE, BEFICEBESETU, SBADLITEZRHTL
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PMDA [ZEWWTH, ERRFEBEH O 77/ IILOFBACERAEICEALTE., BBREEEREOEF
TR —UICET AHRBAETAT S LFIEENIRHEROSZETHIGLTWNVET , — AT, BEE
ZICHSHIZEDFEORRICEAL T, PMDA ABREFLEDLSICOZ 2= —2 3 0FRoTLHD
X, SHROBEOLSICRVET,

1) BEEFT R FERMEH
http://www.pmda.go.jp/review—services/drug—reviews/about—reviews/p—drugs/0003.html

2) CDER 21st Century Review Desk Reference Guide
http://www.fda.gov/downloads/AboutFDA/CentersOffices/CDER/ManualofPoliciesProcedures/U
CM218757.htm

AREIE— (USFDA)

T—AEHTIZE9 % U.S.FDA O THE &

US.FDA Tld. EXEROAZRHRBECIRESNBRABR T —20OHBMEZEEEBLMNTH>THEY.
NEYR—IT5-HODEBEEERITOFRELIZFHERETIL) Y —ZAHRESNRTVET,

US.FDA T, BERHEBRT —2BMIER OV Iz 7NMERASh, ChoDV Iz 7IZET3
Hands—on FHENBE B ICA T TIRESNTVET . HETREL, LATICERIN-FHENFEREIZR
TV TEE)Y—RELEH>THY. Hands—on FHEICSIMTELENSIIGE . EEPLHEES LIS
BEIZINSDEEZFMALTHRMICY I IZTOFENSE2EBTEDIATT . EHDOYILNIIT
MEASNTWAIRR T, TRTOYIFITT7IZDULVT Hands-on FHEZSBRIZEM T A EIIRE#T
HABEIZHLT, ZOLSHEHE)Y—REREIEDETHERFDREEARSNTNET , &HIC
TR UNOTESE) Y —XERELTHY., BRI DEDMBLMERFEE TE5HL5IC
HoTWET, ChoDBFHEYY—RIE, 7z0— v THE ICESTIIE R THRMIZAEEE S
51=OICHERATHY . USFDARBICE>TEHBOEF OOHIZH/I>TLDEDEROIET,

R BEHBECRRFPERETTUIAVERNTASNTOET A, HESE Y —XI(ELZ
NITPTWBENEEZ(TET , FE-LHIBADEOICHE LR DFHELIFRIZHE . USFDA (ZHHE
FE)Y—ADRREVNVSHETHERELTNDKICELET , HE. USFDA XA ERICRITTEAVSA
COWHE ) —RERBELTHY . INFEHTHEIEEICHELEZABEL>TVET DO TRIESEES
LY,

1) Training and Continuing Education
http://www.fda.gov/Training/default.htm

2) CDER Webinars
http://www.fda.gov/Drugs/ucm273272.htm
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