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https://www.pmda.go.jp/files/000266728.pdf

PMDA Updates, 2026 No. 1

SH&N (BXE

B - CRO* : [BAZSHEEBHRAROBREONR F v — D SOHADRH!
12z —5T. erﬁ@@rkb%ymLﬁJbr%%%m%@uga<@ﬁ77@m-
o AEFENBTENERSNELLR.
PMDA : [—(ICHAASE [ HHBROEMERDRNELTNBDIFTERL, %@ﬁét'
FIRAEIR SR AR, ZOEMOBEEZREC ECRNTS] [HEMS 2 (5ER,
L LTIELW EWVSEREHBLELUR. |

BRAT =R =D/ FILT A APDYS3>TE RSy - OR] BEOREHICERHER
BEROBMIIERNEFN D L2 LF UL, ERHEIRERSIEIOBRARANSE 1 HHiREROE]
bl@%ﬂéﬁkﬁﬁ%EKALﬁ?%LM@&@ﬁﬁ%@%TH FEDIBIRICED ST —R(THIRR
IBDDTFRL<, FIATERBIRICEDEPRNZN(CRIT I DT ENEE TH DT LCDONWTERHEH
BUXUE. S&. % I HERZSHTZRHOKREN SERRFEFE(CHANSINTE D X SAHIER
DEBICAFRT—IRILY —THBIT D EEEE CTHD I EaERLF LT,

ERHEENRER(CEET D ERITAY X - HARSA> (BAE/RE) . BNFEDE R 75 (CEEMH
NodEEF. TUOPMDANHA S TZE U,

XARIREFEZFEMER] (Contract Research Organization)

e .

EMDA MITBUEA ERRERBERL SN
= Pharmaceuticals and Medical Devices Agency


https://www.pmda.go.jp/files/000276901.pdf
https://www.pmda.go.jp/files/000276891.pdf
https://www.pmda.go.jp/rs-std-jp/standards-development/guidance-guideline/0007.html
https://www.pmda.go.jp/english/review-services/regulatory-info/0013.html
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https://www.imdrf.org/meetings/sapporo-japan-hosted-japan
https://www.imdrf.org/documents/imdrf-strategic-plan-2026-2030
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https://www.pmda.go.jp/int-activities/int-harmony/hbd/0030.html
https://www.pmda.go.jp/english/int-activities/int-harmony/0029.html
https://www.pmda.go.jp/int-activities/int-harmony/hbd/0015.html
https://www.pmda.go.jp/int-activities/int-harmony/hbd/0025.html
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https://www.pmda.go.jp/rs-std-jp/standards-development/guidance-guideline/0003.html
https://www.pmda.go.jp/english/review-services/regulatory-info/0005.html
https://www.pmda.go.jp/files/000277273.pdf
https://www.pmda.go.jp/files/000277274.pdf
https://www.pmda.go.jp/files/000277384.pdf
https://www.pmda.go.jp/files/000277385.pdf
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https://www.pmda.go.jp/files/000277831.pdf
https://www.pmda.go.jp/files/000278117.pdf
https://www.pmda.go.jp/files/000278004.pdf
https://www.pmda.go.jp/files/000278253.pdf
https://www.pmda.go.jp/files/000277949.pdf
https://www.pmda.go.jp/files/000277950.pdf
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https://www.pmda.go.jp/files/000277606.pdf
https://www.pmda.go.jp/english/review-services/regulatory-info/0005.html
https://www.pmda.go.jp/files/000277522.pdf
https://www.pmda.go.jp/files/000278427.pdf
https://www.pmda.go.jp/files/000277523.pdf
https://www.pmda.go.jp/files/000278426.pdf
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https://www.pmda.go.jp/files/000275624.pdf
https://www.pmda.go.jp/files/000275910.pdf
https://www.pmda.go.jp/files/000277671.pdf
https://www.pmda.go.jp/files/000277671.pdf
https://www.pmda.go.jp/files/000277672.pdf
https://www.pmda.go.jp/review-services/f2f-pre/strategies/0006.html
https://www.pmda.go.jp/english/review-services/f2f-pre/strategies/0006.html
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https://www.pmda.go.jp/files/000275624.pdf
https://www.pmda.go.jp/files/000275910.pdf
https://www.pmda.go.jp/english/int-activities/overseas-office/dc/0002.html
https://www.pmda.go.jp/int-activities/overseas-office/dc/0001.html
https://www.pmda.go.jp/english/int-activities/overseas-office/dc/0001.html
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https://www.pmda.go.jp/english/int-activities/training-center/0007.html
https://www.pmda.go.jp/int-activities/training-center/seminar/0001.html
https://www.pmda.go.jp/english/int-activities/training-center/0004.html
https://www.pmda.go.jp/files/000276745.pdf
https://www.pmda.go.jp/files/000276746.pdf
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https://www.pmda.go.jp/files/000276236.pdf
https://www.pmda.go.jp/files/000276236.pdf
https://www.pmda.go.jp/files/000278143.pdf
https://www.pmda.go.jp/files/000278142.pdf
https://www.pmda.go.jp/rs-std-jp/standards-development/jp/0021.html
https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0027.html
https://www.pmda.go.jp/rs-std-jp/standards-development/jp/0020.html
https://www.pmda.go.jp/english/rs-sb-std/standards-development/jp/0026.html
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https://www.pmda.go.jp/files/000276745.pdf
https://www.pmda.go.jp/files/000276745.pdf
https://www.pmda.go.jp/files/000276746.pdf
https://globalforum.diaglobal.org/issue/september-2025/why-japan-the-positive-impact-of-including-japan-in-drug-development/
https://docs.google.com/forms/d/e/1FAIpQLSen2wX1IPqYbAizqUG96li7Kwza8J8dxmoekbIXs1r9eFG7dA/viewform?usp=header
https://app.swapcard.com/event/dia-europe-2026/exhibitor/RXhoaWJpdG9yXzIzNjA1OTQ=?bookmark=true&source=scan
https://docs.google.com/forms/d/e/1FAIpQLSen2wX1IPqYbAizqUG96li7Kwza8J8dxmoekbIXs1r9eFG7dA/viewform?usp=header

English Translations of Review Reports
PMDAD T JH A hTAML T\ 3EEREBHRD. BIOBEAZHMSELET.
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https://www.pmda.go.jp/files/000277632.pdf
https://www.pmda.go.jp/files/000277669.pdf
https://www.pmda.go.jp/files/000277843.pdf
https://www.pmda.go.jp/files/000277928.pdf
https://www.pmda.go.jp/files/000277929.pdf
https://www.pmda.go.jp/files/000277969.pdf
https://www.pmda.go.jp/files/000277970.pdf
https://www.pmda.go.jp/files/000278208.pdf
https://www.pmda.go.jp/files/000278271.pdf
https://www.pmda.go.jp/files/000278381.pdf
https://www.pmda.go.jp/files/000278385.pdf
https://www.pmda.go.jp/files/000278385.pdf
https://www.pmda.go.jp/files/000278396.pdf
https://www.pmda.go.jp/files/000278404.pdf
https://www.pmda.go.jp/files/000278663.pdf
https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
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English Translations of Review Reports
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Review Reports: Drugs
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https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/files/000278664.pdf
https://www.pmda.go.jp/english/review-services/reviews/approved-information/drugs/0001.html
https://www.pmda.go.jp/english/review-services/reviews/approved-information/devices/0003.html
https://www.pmda.go.jp/english/review-services/reviews/approved-information/0004.html
https://www.pmda.go.jp/files/000277898.pdf
https://www.pmda.go.jp/files/000277948.pdf
https://www.pmda.go.jp/files/000277948.pdf
https://www.pmda.go.jp/files/000278456.pdf
https://www.pmda.go.jp/files/000278456.pdf
https://www.pmda.go.jp/files/000278210.pdf
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English Translations of Notifications and Administrative Notices
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https://www.pmda.go.jp/files/000160384.pdf
https://www.pmda.go.jp/files/000277819.pdf
https://www.pmda.go.jp/files/000223948.pdf
https://www.pmda.go.jp/files/000277820.pdf
https://www.pmda.go.jp/files/000277522.pdf
https://www.pmda.go.jp/files/000278427.pdf
https://www.pmda.go.jp/files/000277523.pdf
https://www.pmda.go.jp/files/000278426.pdf
https://www.pmda.go.jp/files/000277520.pdf
https://www.pmda.go.jp/files/000278429.pdf
https://www.pmda.go.jp/files/000277521.pdf
https://www.pmda.go.jp/files/000278428.pdf
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