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PMDA-ATC MRCT Seminar 2018 DML FEEMEIC DOV TIIUTESELIIZELY,

http://www.pmda.go jp/english/symposia/0117.html

English translations of review reports
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http://www.pmda.go jp/english/review—services/reviews/approved—information/drugs/0001.html
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Safety Information
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HEEEMAR (ER 2949 A5 H)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/safety—info/0157.html
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REBMRAR (FR 2949 A 12 0)
http://www.pmda.go jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0319.html
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http.//www.pmda.go.Jp/safety/lnfo services/drugs/calling—attention/risk—communications/0001.html
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11 B 11-16 B ICH Week Dar—7J

Reports from overseas
BHEBICHELTWWSEEN L. MM TOEZHEZHIEALET,

B EUICHITS 2016 EHEXEREENDEE

MEERBFEAD 2015 FERITHEE. EMA OFERIRE 2016, PMDA D 2016 FEEBFREEZSEIC.
2016 FOHEERBEERBEZBNALET,
& 1FEEROMBEK

&n B # OEHEDRSEEFSRBEE)
EU 2015 & 93 (39)
2016 4 81 (27)
BAR 2015 & 116 (42)
2016 &£ & 112 (41)
= 2. HEESOEEHAM
TTEA RiaE Al =7
EU(E{E) 2015 4 8.7+ A 43 5 A 13148
2016 & 8.6+~ A8 51458 137~ A
B A (70%2 4 )L | 2015 FE 6.74 A 5548 1124 H
&) 2016 & 6.34 A 5.6 4 A 11248

2016 EDNFHB L EU IZTBWLWTHLELRAATWS—A, BATEHEIEWNZH->TOWET (R 1),
2017 £ 1% 6 AR TY TIZ 50 S E OFHEESMN KRR (EU) LLE>TULETDT.EU TOHFD
EHIAHE—BFRGATREEAHYET,

F 2 TIL EU. BAREY 2016 4 2015 FLBFERLGVEETHM LG TSI EN MY ET, Fi=.
ZTORRERTAHTH, ITHA. BHFEEALLMFELRREEDOHMEL>TVET . 48, EU TIL EMA
[ZHITHFHAAMAEEREDBE 210 HERESNTWETH., ZOEE (FHE) (X, 2015 FIL
202 B, 2016 &E(F 199 B&A-TWVET,

EMA DERIMKE. PMDA DEBEIREEICIE. LEBEERERHROM. FARIIEY—ILTHLIHEHK
EBOEBELRINTUVET , EMA, PMDA ELZHDBHKEERL TSI EN L, 5IEHE—EHD
AZHEENMRHINSIENTESINETT . EMA & PMDA TOFEREFCERTEA, LULWEE
EHFOHEICOEANIEERNET,

IS (BNEHY TV EMA BE7E)

B A AEPFZR D USP Visiting Scientist Program ~D K&
KEEBA (USP) . BERAEFICHET HHFEEDEME USP-NF O BRI AR R UERRREF
DHEEZHREL T, 1980 F L% F (T Visiting Scientist Program ZBIEZLTHYET V.6 B 12 BHS
9 A1 BHET. BAERA (PP) RERFIEESDEETHIENLEERERBEMRAAO/NHEHEKX
B M D Visiting Scientist Program 2RSS TULVELT=,
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71 &t &% (Pharmacopoeial Discussion Group; PDG)DEE T 04 5 LIZBINS I F- EEE & R m#F| <R
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HEZRBLTREL: JP & USP DEVLBAEINEL -, RGN BT USP [2HIF5 Visiting Scientist
Program [CKYARAMTOC IV CEERNH - EITIFBMARIAVMO T —REN\vIRHY . AT0O
TILIERERDIBITEDYFELT,

JP DEFIRA Visiting Scientist ELT USP [TIRIESN DD (. SENFO TOHATHY . 5HE
DEMENOARTOT S LEYR—ITIHRETEEFELI, §HRET—VavTRRETOI S LEIC
BIPEMROXRFBEYHR—LL. NADERHDEMBOFILOCHERF OEERIEIZEFTLIS
NEEEBZTEYET,

1) http://www.usp.org/sites/default/files/global-impact/1970/05-visiting—scientist—program—
vsp.html
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U.S.FDA ~D—ERE DIRE TRLT- PMDA £DELY

U.S.FDA ~DiREFHED 10 BRDITIR T T 5=, CO—FETRMEEELT- USFDA & PMDA @
EBWCOWTHRE WV -LET, —DHIXBAEDEESTT , USFDA TIXILYIRFIEMNERINT
WB1=6 . BEICKUBFIFRA R TT , T, BEEHALANILOBE DO ZHEIZ2 BIEEEEE
BELTOETH. TNETREET S T DRATLLEEINTVET , Z DB IEEHITH I+ 5L imf i
DERATT, ERROREXFRIZHITHRERIBONFET A, HlZ X sentinel (& 2016 F &Y RI&EFH
ZRIAL. REMEITEAINTLET, S5 US. FDA (FBEREENEOATHEEE S =HLLVT
Y/ —HRENEFEBRTHRAIT A ELREALTVET . ZDBIEELEED ANEDLYTT,
NETAIAADREIZLEZDNELNFELADN EEFZOFTANANEBEDLIDIIEERER
SERNFEHILTEIECBLEN>TODEONELNER AL
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BUMHAFICITHRREEVNDHYEL . RHEDREREZSHRD PMDA DEKITHRILTTULE L\
EATWET,

RZRIZEYETH. SEID US. FDA [TIRET iR E 5 2 TfZEo1- PMDA D&, F-IKEZE
Z1T AN TLZEST= Dr. Gerald Dal Pan #]$h &9 % OSE D EHRICREBBLLEIFET,

&+ (US. FDA, CDER)
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