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Safety Information
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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

Events
PMDA MEEF-[IBMEFEL TS ELEREE
B & - £ FRE BT
2R 2-3H F4E BER-FAERIURIIL AN [
28 6-9H PMDA-ATC Pharmacovigilance Seminar 2017 B

M Pharmaceuticals and Medical Devices Agency, Japan


http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0306.html
http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/revision-of-precautions/0306.html
http://www.pmda.go.jp/safety/info-services/drugs/calling-attention/risk-communications/0001.html

PMDA Updates 1 A& 4 R—=o

2§ 9-10 B PIC/S (Pharmaceutical Inspection Cooperation Scheme) Sah—T

2 819-21 H Cardiovascular Research Technologies (CRT) 2017 vk D.C.
: APEC RHSC (Regulatory Harmonization Steering — .

2 A19-21 H Committee) 25 v TFrr

28228 APEC RHSC LSIF (Life Science Innovation Forum) €8 v Fv>

Reports from overseas
BNEBICEHELTO B EN L, B TOEEZHIEALET,

BELOAN OERDERIE

BELURMN L, BALETTHS EU THERMNERICHE>TULWT,. BEERSHRICEATSILY
AN DBEOLORAMN) T—2D R AR EETOEREFEMNELI=Y) AL A /R—=2 30 - Rybk
7—2(CIN) 7a I DERDEATNET,

SH%.10 A 28 HICEBEL AN DT—93vTh EMA THESh ., ER. 7HhT37. BB
#ifi (Health Technology Assessment; HTA) #8##. Al BB LV > FEFREN—EIZRL. BEL P XF
JICEAT IR, iR, SRICETIERIAERINEL -

EU TIIEEROAZRICEZEED HTA AN SEBMDT—2UNENROONSETHEENHE &
Mo REIHBE HTA B OmMADERER =T RBELGLIORAMN) RUT—2EEDLSITHEILT 50
N DDERDKEGRELLGEOTVET,

—AT. ZTOMDOBRBEELTIE. G (BRAZET) OBER.LOANDEOHER. £EM DL
CRAMNIADTHER, BET—SDOREEENS=-CENEN-THY., BATHLREDERNH D
Ehn, BFHGERRE. BRAFISEREZIIL - WEHEEALNET,

=923y T TIE. L AN DEDOHERDE=HIZ, REILBEICKIAE. BiL. BIIRBEEEE
LTIXESHEWSTAT7HREINTEY. BEL AN ICHT I HN LB OFH LR AHAFS
NTLDRIFEKENHDTL =,

IRz (BNBELYTY Y, EMA BETE)

EELKDTEDTAIHA4IIL

* E 2§ A 15 & (United States Pharmacopeial Convention; USP) (XA >S4 v —F )L
Pharmacopeial Forum (PF) " ZF T USP OFHLWWEEPIREIIDLWTERARZTH-THY. S A
S0 PF43(1)TILFH# B The Analytical Procedure Lifecycle <1220>D&IEICDWNTDEHREZRT
Stimuli Article BAARINTWET 2), CRETORBEAITEDSAITHIIILD—EDHEXIRE
LTW=DIZH LT, COFBAESA TV AL EERERRELTEY. FEDSATHAUIILERK
[CEAMNGIAVETIEERTHILEBENELTHYET  ARAICEERREFATMEIFERE (The
International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use;
ICH) H/R54> ICHQ8. Q9. Q10 B U Q11 [Z# % Quality by Design(QbD)3)DatTrE@EAL. 5
HEDERMERETH DA MEBIZTOT74)L (Analytical Target Profile; ATP) S ([CEEL TN I E
T HEDOBBONEICB T EHERDEEORECDENSZEAHFINTNET . D

M Pharmaceuticals and Medical Devices Agency, Japan



PMDA Updates 1 A& 5 R—=o

FOIHRBEBRIEDEZF L. DITEORGHREBEOCIENSEETIEERDHLLOEE - AT H T
DEAICBWTCEELROV T THIEEZLONET,

Sk KRB OFIEICEEL-KERNOEEZICEB THEEIZ. PF OBHENETEZDISETHENT
HZETUSP OEEERMICEATIRHDFRHREFRICEDTLELZNEBEZTEYET,

1) http://www.usp.org/usp—nf/pharmacopeial—forum

2) Pharmacopeial Forum 43 (1) http://www.usp.org/usp—nf/pharmacopeial-forum/pf-table—contents

Stimuli to the Revision Process: Proposed New USP General Chapter: The Analytical Procedure
Lifecycle <1220>
http://www.usppf.com/pf/pub/data/v431/GEN_STIMULI 431_s201784.htmI#GEN_STIMULI 431 _s
201784
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http://www.pmda.go.jp/files/000156605.pdf

BILHEZE CRERERBAEYTY Y, USP EETE)

KEICETIERMOTREFEERBE

KETEEEZOTRRBICERELE-EETESRE USFDA [TIRETHZEAERRAIIZLYEDON
TWET V WENEFIEEBROEEMICEST . TR TOBRERE T HENREATTH., EE
HEEBEXIEENSOBEITIEETT, FREIZIX MedWatch Form ERE[ENDHFRXABRLLNATNE
3, MedWatch Form (X 3 f8¥EHY . EEMEEXXIXEEZRITOED(Form FDA 3500), FBE M ITIZF
HIEEEMNALLNTIZHD(Form FDA 3500B)& S E X M) T D+ D (Form FDA 3500A) &7 >TLVET,
Form FDA 3500 & 3500B (& US.FDA [ZEJEXIE Fax TEMEINFT . HE. EEREEOCEEL
USFDA Oz THADoA VT4V THRET HELAIRETT 2, F=. USFDA [ 2000 £ KkY ICH
E2B I~ -EERENCDBEEERDEFHREDZFEMIAL. 2015 F 6 AIZTHERKITHLE
FIREEZHAELEL -z, MESNT-BHEFERILT T FDA Adverse Event Reporting System (FAERS)
(4%

M, EERORERRKRICEITIRI)—=VF P@BMIZFAINTNET , US. FDA [THEWLTHE
EEEMSDBENB LT B5%NELHHTVET , EERBENLORSEDLGNTINELEMLT
HBY. RERHKRICBLWTIIEBRRKEENOOMELEELEZ TNDENIETT,

1) Code of Federal Regulations Title 21 Sec. 314.80

2) https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
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