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News
1. PO7RXEFEREWMD SATHAIVRAMI/R—=23074—5 L RHEANEEERS
(APEC-LSIF-RHSC) (8H16H~17H)

8 A 16~17 B. N)L—-YITT7OTREFREFR N 4TV 1TURA(/
R—23374—5 L HBHHAFMEEZREBE S (Asia—Pacific Economic
Cooperation, Life Science Innovation Forum, Regulatory Harmonization Steering
Committee: APEC-LSIF-RHSC) A\BfE St . PMDA Mo Bk EFEEZE (EFF
BE) EHREREBAERM. EEFBEN T EERESRIERNSM
LELIz. RFEE S TIETERA MR FHIDULE (Convergence) D 1= D B A& A
BHDHEIZBIELTEY., KELLEBITEXRLEBEZRIIEAREDLR Il
EE (CoChain ZHFHTNVET . AR EICIE. APEC MBI/ —DHAFIH ==, Cthar 2
B 10 hEOM, EXR(EER. N4, EEER) KRENSMLEL,  BALRESER
APEC-LSIF-RHSC TI&RFI B B/HEHBEZ P LET HEFREDORFICEIT S LM LEZBMIZ, FL—
— %R T B Center of Exellence (CoE) MEXRE (ZL (H1=/3/ Ay rEEMLTLVET , PMDA [,
APEC-LSIF-RHSC M 6 {E£5EEMD55. 2017 &£ 1 AIZ MRCT/GCP &1, 2017 &£ 2 BICEERERXR
BBEOEDSVRABEBICEWTHR/ N\ MAOVREERT HILEL>TVET  AXETIE, LD 2 /N
A0y bDEE(HIRT . MRCT/GCP fBEL D /A Oy B EHEFMESNIRIET—o a3y T D EHIKR
[ZDWVTERE. EX% CoE FREBICHITRBETOFHE. FHHARSAUEDEEICRET 5B R/EIT
LWVELT=,

RENE, 2017 FE—HFH(IANFLIZTHEFETT .

2. HiE B (=M [+/-EMA-FDA-PMDAXIE S & (981~28)

9 A1~2 . &E-AVFUT,EMA, USFDA R PMDA (&, MEEDRFEELIZR T THELED
EMA-FDA-PMDA XIS &% RELELT=,

AEEBIE.GTYIYMIILIIEERVMFER-EELE) RUEEREE D Dame Sally Davie fxim
EXEEELILDIREEZZ(T. PMDA &Y EMA RV FDA IZHBDHARSA U ZE BELIGHEIZIR
ELzHDTT, PMDA h S [EMEZEER . EBRER B AERM 2 20AHELEL

2 BEIDOZ®R T, SMBICE T MEFEEHEKROBRFORH - HAES1 OB, FEHIM %
(AMR) B R AE A EDABREN - RRBBICHITIEZEZAALBROKFEEHSILGVEL -, F=.
AEEHIE, BEHNBEBONIEELN S BEORLELHENTHIENOEANS, BEMIZERS
NTWBHARREIFELGLIIRNADBETHY . EOLIBIRNBZAOSNDIMNZIDVNTEREITLEL

S5 EBORFOFMEX vy T TFHIDRETIHRE  BGELI-BREERT HLLBYELT,

AEBDHERIT. FEHMEZERL. FNEFN 3 BOR—LR—JIZFOHMELFBHLTLVET,

http://www.pmda.go.jp/int—activities/outline/0033.html
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BEHEEFHEREYEIEE (Taiwan Food and Drug Administration, Ministry of Health
and Welfare) D EEEE (9A5~8H)

9 A 5~8 H.PMDA [X&ZREEMHEREYEEE (Taiwan Food and
Drug Administration, Ministry of Health and Welfare; TFDA) D& 2 & IZxtL.
Good Clinical Practice (GCP) EERIZEH 3 AHHEFITLVELT=, S o

AHHEIX. 2013 FLYBIRSN-BEERERRREICHITSH GCP EXA i -
SDEHD—BELTERLI-LDTT . 4 BREICHI=AFHETIE, BAER  mysst (£5) LREFED
EHEIZBE9 5% Z 510 Bio Equivalence SREX[Cx19 5 GCP BEE LB E R HIZ fERAIERA A
[CDOVWT.BE.T—RRAITA. EHREFEFTUVELE &REBICIE. EEMHRIEBBEIZXLT
TFDA ) GCP EEFERBEMRN . KAHEDFELORRELGYFEL -, AHELZEL. BED GCP &
EEICHLT. KFOD GCP BEEFEDHFLHKIC, GCP BERICHIT IHAEMBERDLIENTESE
L7=,

4. PMDA-ATC Medical Devices Seminar 2016 & & 5 EBA A

PMDA 7O 7EXE R -EEMBB/IN —=25 2 2—(PMDA-ATC)TlL. TPMDA-ATC Medical
Devices Seminar 20161% 11 A 7T~11 HO HETRHEW-LET . At F—XEE#BI R UAKNZ
BEEMOBERZIELIIBNRFIEBBEZMREL, RFl. BHER (REMEE) . EEEH.
GCP/GLP/QMS FHMRELNEYIERY EIFET, T, FIL—THHmOCREREDRFELFEINT
WET, KEIF—(F. SMELBSOE - HEORFAR DRI OLIF IR TIRETHILEE
BELTWET,

PMDA-ATC Medical Devices Seminar 2016 DI FEEFEIZDVTITLUTESE,

http://www.pmda.go.jp/english/symposia/0092.html

English translations of review reports
PMDA 7z JH A TARMLTWWABEEREEERD . RFOBH L EHHMOELET,
EXS

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

EXEM ERBBRFLTEIEER No. 336 (FA 2859 A6 H)
1. ERERREFZEFRFOL X F—EHRERER G T OREOREMMERICEATIBEERICDONT
2. EERICKLIEELRKREREICET 57/ LHEIZONT
3. EELRIERZICET HIFH
(11ASoHEY
[2]7J+3k
4. ERLEDEIEDHETISONT(ZD 277)
(MAIF=T A ILERIE (2)’;““"1‘9"27“7](*!]% ith (3 #4)
5. MIREZAEORRME—
WEEMRAR (Fpi 2849 A 6 H)
http://www.pmda.go jp/safety/info—services/drugs/calling—attention/safety—info/0156.html
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EX& FRALOEEOHETIRTEM (FRL 2859 A 13 H)
- FAYXIT GEIEFHERR)
FIVNT SRAF L GEEFHEERR)
T4IWYT ZAF L GEGFHER)
T4 SAFLGEGFHRIEBER) [D4ILT SAF Ltk 1]
T4 SAFLGEGFHRIEBER) [D4ILT SAF Ltk 2]
AT SAFLGEEFREZ) [TV SRAF Lk 3]
L/TSRF LGERFHEERR)
R T4WTSAF L GEIEFHEBZ)
TiLbavRRT A3y
TI7F=ITRLAVERIE
- aJLFaLyr (M)
WEERRAR (ERL 28 9 A 13 H)
http://www.pmda.go.jp/safety/info—services/drugs/calling—attention/revision—of-precautions/0306.html

Events
PMDA MEEF-IISMEFELTLEIELEERSE
B 28B4 BHEIS T
10848 FIEMBISVILEERSFHRHICEAT 53— Ho8n

% 11 AEZEHYIYLES LV International Coalition of _
10 B 11-13 H . - N AVBS—lr
Medicines Regulatory Authorities ICMRA) & &

10 A 12-13 8 % 3 [@ Self~CARER 2THE

08 1721 B % 4 [ INTERNATIONAL GENERIC DRUG REGULATORS . . _
- v
PROGRAMME (IGDRP) 7

10 A 25-26 H CoRE Advisory Board Meeting SURR—IL
11 A5-10R ICH&& PN
1MA7-11 8 PMDA-ATC Medical Devices Seminar 2016 B
11 B 15-17 B APEC-LSIF-RHSC Good Review Management Workshop &t

17th International Conference of Drug Regulatory
11H29-1282H r—JAay
R R Authorities (ICDRA) 7
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Reports from overseas
BHAEBICHELTWWSEEN L. MM TOEZHEZHIEALET,

B EUICET5FEERDEEDEE

EMA (& 2016 ££ 5 BIZER#RE 2015"% . PMDA (£ 2016 &£ 8 BIZ 2015 EEDEBKREESX. Th
FNARLEL=, ZOERBEDARIZEDLET- EMA DTLRANY—R ?TlE, FIEEFZ D KR
BHEA 2015 FI1E 93 BB (5B 39 MEVFEMED) Fiof=CENRENFELTz, —A. BRTD
2015 FEOHFEESOAZRBEHIE 116 &HE 56 422 RELHEIRNS) TLIz, B EU LELERE R
BH#IE. 22 2. 3 FIEZDKIEHFTHEILNIE>TULET,

Fr . UTORICRT LI AREEICITIHFEEROBELMICETHERLHYET .

5<:2015 F (EU) 72015 £E (BXR) DFFEFEMDEEHAM

1T EUA Al E7N
EU(E{E) 874 A 4378 1304 A
HA (60 /8—t>% |554H 504 A 108 4 A
1 JUE)

HFEOELZHEOHRBISE. BRI EU LLBERICBENERINTETCVSIEATMYET,
PMDA/EMA D& IEH NEEZMGEMICHELTLKILT, BEHRRUBEOEOMHE. ML~
DEMMNEFINET,

1)

http://www.ema.europa.eu/docs/en_GB/document_library/Annual_report/2016/05/WC500206482.pdf

2)

http://www.ema.europa.eu/ema/indexjsp?curl=pages/news_and_events/news/2016/05/news_detail_

002531 jsp&mid=WC0b01ac058004d5c1

IS (BNEHY IV EMA BE7E)

Health Canada D& & XM B & U/ X (X 18HEEAZE M il B 2§ W AFI D E VPR RFIET
i

Health Canada T3 1999 FIZEBHEERAME R 7IZAFDRATLT Y —IL | (Metered dose
inhaler: MDD DA AH X ", 2005 EICIRAKHIZEH-RERFIOSREICETEH1F X ?, 2006
FEICRAFKIERBFIBETIREDHIFUR V2011 FITHRABEICETIRARTASRFIDOR
U RUVEDEICETEIRS TS T VR "DARSNTLET,

Health Canada Tl& Bureau of Pharmaceutical Sciences (BPS)® Generic Drugs Quality Division A%
&S in vitro SXERDEF{i % . BPS ) Division of Biopharmaceutics Evaluation HNZE¥)EhRE X E& 0D ST
% . Bureau of Cardiology, Allergy and Neurological Sciences (BCANS) @ Allergy and Respiratory Drugs
Division M NI ER X IZER KRR DFEHEL TLVET,

WMABRIDERKEERRARICEVT. RREXEROLS . MEBILZMFERET /31 R4 M2
TORRKEEREDERNGEEVNEEZET-TIHEIZIL. Health Canada I& Biowaiver Z528H ST HE
EMBYET , —7A. Health Canada [FLL T DIZBEIZ in vitro SRER . EVEFREHAEBR R UEHFMHERR
(FERRERERICHB TS EMEMIR FE M FEEERDET

R AREFITLEDOREZ D -ILGNGEE

-RAMKFRUVBRALIT—ILEIDEE

NoDHFDEREERBFENGEINTOETH. BB TINLDERFBIEICR > TERRIN
8RNI FELZHYEE A

ERIZHLTIE, 2016 F 3 AICEEFBELSRAMKREDORFKEEREGKOEYFHIRF 4
B 5EAMEZA “VEQKRLIZECATT,, §&. BRICBEVTERAZR]. RAMKFIRTEA
IT7V—=ILEIDREICETEIHARSAUIMERINDEEHFTHEEBIC. TOARABITEFBLIZLY
ERVET,
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1) Health Canada. 1999. Guidance to Establish Equivalence or Relative Potency of Safety and
Efficacy of a Second Entry Short—Acting Beta2—-Agonist Metered Dose Inhaler (MDI)
http://www.hc—sc.gc.ca/dhp—mps/alt_formats/hpfb—dgpsa/pdf/prodpharma/mdi_bad—eng.pdf

2) Health Canada. 2005. Guidance for Industry: Pharmaceutical Quality of Aqueous Solutions
http://www.hc—sc.gc.ca/dhp—mps/alt_formats/hpfb—

dgpsa/pdf/prodpharma/aqueous_aqueuses—eng.pdf
3) Health Canada. 2006. Guidance for Industry: Pharmaceutical Quality of Inhalation and Nasal

Products
http://www.hc—sc.gc.ca/dhp—mps/alt_formats/hpfb—dgpsa/pdf/prodpharma/inhalationnas—

eng.pdf
4) Health Canada. 2011. Draft Guidance Document Data Requirements for Safety and Effectiveness

of Subsequent Market Entry Inhaled Corticosteroid Products for Use in the Treatment of Asthma
for Industry
http://www.hc—sc.gc.ca/dhp—mps/alt_formats/pdf/consultation/drug—

medic/draft_inhal_ebauche_corticost—eng.pdf

5) BE&EFEE. 2016. RAMKFIOREERZDOENZHRFMFTMEICEITIERMEZAIC
2L\ T
http://www.pmda.go.jp/files/000210452.pdf

6) Bioequivalence Evaluations of Generic Dry Powder Inhaler Drug Products: Similarities and

Differences Between Japan, USA, and the European Union. Kuribayashi R, Yamaguchi T, Sako H,
Takishita T, Takagi K. Clin Pharmacokinet. 2016 Jul 26. [Epub ahead of print].

EMZT{h (Health Canada Therapeutic Products Directorate)

KRB DEFRFGEIZDOLT
*EE B AHE (United States Pharmacopeial Convention; USP) [XREEMNSHFTT-H 5 v ED YA

ILTHS 2015-2020 A VILIZAY . EERBDSE 5 FRIDEHEFEAR—LR—DITH/ESNT
BYET ", ZOFBFHBEORICIE EHTREEE. EELRECZESOER. SEERAAD
IRHZEEET —REFLREOEFERFLBEHINTEY . SEDERAHINZLDRT—IRILT—
[ZHLTRENTEYFET, FIZE. RIMPMEFMARZER 2 (FEEFORMYOFEROCB KR=FERA
#5155 (Pharmacopoeial Discussion Group; PDG) [ZBEE 3§ 5 — %A ERA D EFRAFIZIEL L THY.
tHOEES(BILERBREZZER. MHEHREZERRUVAYERZER) ERFICTH AL T—HE
HERE. EYELBEQO—MRHARECRER VR FEZDHTIRSM1> ICHQGA [CIRYKHATEYE
T, F . COZRERIEARMPBEROEROBET. EXERZARMYOZELER R HFMYICEAET LH—
REEAEREADIERPHETEIE UL THEY.PDG PR ERFLOZBETOD /ST ERFEES.
TO—NIVYTS5AF—UIZR G LR MMEEDERE. RIRERE DEBH~DINE. Hiny
[CREBRT AR ERDIEREETHBRBELTEITTVAIENTFR—LR—IITHHINTEYET,

—AT.SED 3 A7 HIZE+LEtHEBARERANATRSIN. BAERABLE+/\REICHIT
THTE 5 #FEDYAVIVICAYEL Iz, BRERA FIERA S POERAE ISR >T-ERMLEAEREN
RENTAEREARASHITHKSTER SN THEY . B+H/\REBXRERAEREARAE (F)IZTDOVT 8
A 19B8~9 A 18 HOHMRTERLASZNMTEONIZECHTY,

MERALLIZSEDERAMEZEERNICZLDRAT—IHRILE —IZRT ZETHERBRRIZE T
LBEAMEHERLTETEY. COFIGEBFHEZBICANGISNEMNICHERR PR TETLHLITE
. ZBHEOAFMTOC LI PDG OFFFBCHEML TLEWEEZTEYET,
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1) USP DREMRFZERD 2015-2020 Y17 )L D;EEIFTE
http://www.usp.org/expert—committees

BILHECERCRKEERAELY)IYV Y, USP BEE)

Center for Drug Evaluation and Research, U.S.FDA ~MDJkiE

FLHLT. ABE—EBHLET 2016 F£ 7 ALY 1 FEFDFET. US. FDA, Center for Drug
Evaluation and Research (CDER) . Office of Translational Sciences ( OTS) . Office of Clinical
Pharmacology (OCP) O Division of Pharmacometrics (DPM)IZEfFELTHYET,

FLOREL TS DPM Tl BFESN-EEROEMEIRE R VERREEEIE D EENLAETRE
BEPDICFEEELTOET, ChIZE, ETIVUTUIaL—avDFEFRAV-BAERLEEN
F£9, PMDA [IARFE®D 10 AN HRERFICERKRABRT —2DZMYZEMIBLET A, USFDA TIL 10 &F
ULRINSEEICRESEMNRESINERAR T —2ZFALELEENTHOATEY. DPM Tl
reviewer B bLEHIDT=H DENREITLNET,

F/1-.DPM TIEXAIER OB R INEBRARBRT 22 FALT. RRBEECEESBRICHKRIL
DHMRERETODLF 1SN — A IO AMENERSINTHYET,

SEOEEDBMIL USFDA ICIRHESN-EFT—2ZEALHEORIEEENDTOEREL
XaSKN)—HAIVADFEZREFESNZETTUS. FDA O DPM TEFT—2&FALI-HED AR
EBEF—LIZSMNL. ZLTLX SN =AM IV AARETERICREBLT. ThoDERESETEAL
TBYEWEEZTBYET ESTLALLBRELLLET,

AB1{E— (U.S. FDA CDER)

U.S.FDA NDIRE (T—2REICE T 5EE)

2016 &£ 8 A3 &LY.US.FDA Center for Drug Evaluation and Research (CDER)IZd 4 Office of
Strategic Programs (OSP)IZ, 1 D FE TIKESNTIEALE HEBALET . IREDFLEEMIL. B
PRERERD T —HZHE TH D CDISC 1ZHE(CRH I B A LEIAIZ DT, [FHRUNE XU PMDA & USFDA
DEEZBERVHETSHILTT . SEDIREIL. 2016 F£5 A ~8 AIZ OSP [TIRESN TLM=IRA
BERDEBREIZH-YET,

OSP [&. CDER M7iH T Office of New Drugs %2 Office of Compliance &ilfi S3iri& {+F(F @D Office T
D EICEFTRCETEIBECERCATLICEHTHEREFIEO>TLET ?, USFDA TIL. BEIC
CDISC BEDERKABR T —HZAVVEXEROBENTHONTHY., OSP 3 EELRIZRLTLY
%9, PMDA TI&, 2016 £ 10 A KUFHEDHBRFEICKEL T CDISC IREDEERART —2DZ AN
#BARLE I (2020 & 3 AETIXFEITHIM) . PMDA MR- ERMICERABR T — 42 B EIZER
TEA&EIIT.USFDA TOBEREICEITAEEKRHERT —2DFAIKRAC OSP ORMAEZEV., EoIC(E
T—AZEEICRT HEETHEL T ENTENIEXEZEZATVET,

Reports from Overseas Tld, IREFIZFATIECEEZHFILIC, RERBEEHEEZZ(TTIIGHHE
FE B BB CDISC 24T A ELD A RICARLGERERIGALTLENEEZATWET,

1) Center for Drug Evaluation and Research
http://www.fda.gov/downloads/AboutFDA/CentersOffices/OrganizationCharts/UCM439876.pdf

2) Office of Strategic Programs
http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/uc
m292121.htm

{EAIEHF (U.S.FDA Office of Strategic Programs)
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