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https://www.govinfo.gov/content/pkg/FR-1997-03-20/pdf/97-6833.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-116_FDA_Part11Preamble_r1.pdf
https://www.fda.gov/media/73141/download
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/Lib020-SWValidation_r4.pdf
https://www.fda.gov/media/75414/download
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BzLib-138_Part-11-SA_r3.pdf
https://www.fda.gov/media/166215/download
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-132_FDA_ERES_CI-QA-final_r0.pdf
https://www.gmp-compliance.org/files/guidemgr/7359fnl.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-105_FDA_CSCI_r5.1.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-105_FDA_CSCI_r5.1.pdf
https://www.fda.gov/media/188844/download
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-141_CSAfinal_r0.pdf
https://health.ec.europa.eu/document/download/40231f18-e564-4043-94de-c031f813d38b_en?filename=mp_vol4_chap4_annex11_consultation_guideline_en.pdf
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/annex11_01-2011_en.pdf
https://ecompliance.co.jp/translation/ANNEX/gmp_annex_11_J.pdf
https://www.ema.europa.eu/en/human-regulatory/research-development/compliance/good-manufacturing-practice/guidance-good-manufacturing-practice-good-distribution-practice-questions-answers#eu-gmp-guide-annexes:-supplementary-requirements:-annex-11:-computerised-systems-section
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/Lib073_annex11qa_r1.pdf

No | EHEHAH |FEHIT |4
Annex 15 “Qualification and Validation” 2%
10 |2020/04/07 |EMA |Notice to sponsors on validation and qualification of computerized systems
used in clinical trials X MR(CLE)
11 12007/09/25 |PIC/S |Good Practices for Computerized Systems in Regulated "GXP"
Environments EX HMR(XE)
12 12022/09/19 |EMA & |Concept Paper on the revision of Annex 11 of the guidelines on Good
PIC/S  |Manufacturing Practice for medicinal products — Computerised Systems
£
13 ]2023/08/23 |PIC/S |Guide to Good Manufacturing Practice for Medical Products Annexes
(Annex11 Computerized System) £%
PIC/S @ GMP HA RTA > ZiEHTHERDEZZTTITHONT) O—
HRIELZ DU T (2013/3/28 F5EHE) HIZR(PMDA)
14 |2016/04/22 |OECD |OECD Series on Principles of Good Laboratory Practice and Compliance
Monitoring Number 17
Application of GLP Principles to Computerized Systems £%
15 |2023/06/29 |OECD |OECD Advisory Document No.17. Supplement No. 1: GLP and Cloud
Computing £
16 [2023/03/07 |EMA Guideline on computerised systems and electronic data in clinical trials

2% FIERCLE)

BEREAEN S DFELY

No [ JHAHEH B |[FHHx |45
17 |2001/12 ISPE GAMP4:
GAMP Guide for Validation of Automated Systems
GAMP 7 A K HENLI AT LD F—2 3 (GAMP4)
AFSE  BEXEIRTFTAET
18 2005 ISPE GAMP Good Practice Guide: Testing of GxP Systems
(FHRRAR) GAMP FEEHBIF A A R 1 GxP ¥ AT LDT A b
AFSE  BXEIRTTAET
19 [2017/08 ISPE GAMP Good Practice Guide: IT Infrastructure Control and Compliance 2nd
Edition
GAMP EEBIFIHN A R IT A>T TANT I FXxOEHRHEa LT T
AT A B2 AF5E B EERIR
20 [2008/02 ISPE GAMP 5: A Risk-Based Approach to Compliant GxP Computerized Systems
A= AT LD GxP WE~D Y AT RX—=RAT Fa—F
(GAMPS) AF : EXEITSET
21 {2022/07 ISPE GAMP 5: A Risk-Based Approach to Compliant GxP Computerized System
(Second Edition)
I 22—V AT LD GxP HE~DY AT RX—=AT Fu—FF
2 hix AF5 : B B
22 12010/01 ISPE GAMP Good Practice Guide: Operation of GxP Computerized Systems
AFE  EX
23 12010/02 ISPE GAMP Good Practice Guide : Manufacturing Execution Systems — A
Strategic and Program management Approach
GAMP FEEHHF A A I BUEFATI AT L —HIKN 7 0 7T L~ ¢
VAV NT Fu—F AF5%  BX BRI
24 12010/11 ISPE GAMP Good Practice Guide: Calibration Management 2nd Edition
AF%  EX
25 12011/02 ISPE GAMP Good Practice Guide: A Risk-Based Approach to GxP Process

Control System Second Edition
GAMP EEHEH A K : GxP 7B AT AT h~D Y A7 _R—
AT Ta—F AF5 : BIERR
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https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-4/2015-10_annex15.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/notice-sponsors-validation-qualification-computerised-systems-used-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2020/05/BZLib-107_EMA_Notice-to-sponsors-on-validation-and-qualification_r1.2.pdf
https://picscheme.org/docview/3444
https://bunzen.co.jp/manage/wp-content/uploads/BZLib124-PICS_CS_r0.pdf
https://picscheme.org/docview/4967
https://picscheme.org/docview/8881
https://www.pmda.go.jp/files/000202984.pdf
http://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=env/jm/mono(2016)13&doclanguage=en
https://www.bfr.bund.de/cm/349/no-17-supplement-1-advisory-document-on-glp-cloud-computing.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.3.pdf
https://ispe.org/publications/guidance-documents/gamp-it-infrastructure-control-compliance
https://www.ispe.gr.jp/ISPE/07_public/07_01_45.htm
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition
https://www.ispe.gr.jp/ISPE/07_public/07_01_19.htm
https://ispe.org/publications/guidance-documents/gamp-gxp-computerized-systems
https://ispe.org/publications/guidance-documents/gamp-manufacturing-execution-systems
https://www.ispe.gr.jp/ISPE/07_public/07_01_25.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-calibration-management
https://www.ispe.gr.jp/ISPE/07_public/07_01_24.htm

No | EHEHAH |FEHIT |4
26 [2011/02 ISPE GAMP Good Practice Guide: GxP Process Control Systems 2nd Edition
AFE  EX
27 12011/08 ISPE GAMP Good Practice Guide: A Risk-Based Approach to Operation of GxP
(FRERRR) Computerized Systems
GAMP EEMH N A K : GxP 2> Ea—H Ly AT AOEH~D Y
A X—=AT Ta—F AF5 | BXRIRFHET BRI
28 12012/10 ISPE GAMP Good Practice Guide: A Risk-Based Approach to GxP Compliant
Laboratory Computerized Systems 2nd Edition
GAMP FEEHFAT A N : GxP (TG LIciR=E 2 B a— 2 A
TEADY AT R=AT T —F B2k AF5S B FERIR
29 12012/12 ISPE GAMP Good Practice Guide: A Risk based Approach to Testing of GxP
Systems 2nd Edition
GAMP FEHEHHE AT A N : VR I N=2T T —FIZLD GxP v AT
LDOT A 2R AF5 : FX EERIR
30 |2014/10 ISPE GAMP Good Practice Guide: Regulated Mobile Applications ~ AF% : EX
31 |2017/02 ISPE GAMP Good Practice Guide: Global Info Systems Control & Compliance
2nd Edition AF%: BEX
32 12017/03 ISPE GAMP Guide: Records and Data Integrity
GAMP # A R : ik & T =4 DA T T VT 4 AR
ATk BEX WRR
33 12017/08 ISPE GAMP Good Practice Guide: IT Infrastructure Control and Compliance 2nd
Edition
GAMP EEBIFN A R ITA V7 TANT IV FXxOFERLa LT T
AT A F 2R AF5 B EERIR
34 12017/12 ISPE GAMP Good Practice Guide: Computerized GCP Systems & Data
AF%  EX
35 [2018/10 ISPE GAMP Good Practice Guide:Data Integrity — Key Concept
GAMP EEHFHAA K . T =4 A T 7V T4 —HE a7 b
AF5 B FERIR
36 2019/05 ISPE GAMP RDI Good Practice Guide: Data Integrity — Manufacturing records
AFE  EX
37 12020/10 ISPE GAMP RDI Good Practice Guide: Data Integrity by Design AFk  EX
38 [2018/02 JSQA  |QAFEHTXA N (F)
(PEREEED R R ORI O, =2 ¥ o — S
39 12020/03 B |GCP fElklcH T2 a s Ba—2 b 2T AN F— 5 ORH(L
X
40 |2024/03 JCROA | EThi [ER/ES f&8t O fifi] X
41 12024/04 BEW | N — OB R E R L7223 A9 7 CSV CEDIER 4
ZDMDSEER
AL

11



https://ispe.org/publications/guidance-documents/gamp-gxp-process-control-systems
https://www.ispe.gr.jp/ISPE/07_public/07_01_21.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-gxp-compliant-laboratory-computerized-systems
https://www.ispe.gr.jp/ISPE/07_public/07_01_42.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-testing-gxp-systems-2nd-edition
https://www.ispe.gr.jp/ISPE/07_public/07_01_39.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-regulated-mobile-applications
https://ispe.org/publications/guidance-documents/gamp-global-information-systems-compliance
https://ispe.org/publications/guidance-documents/gamp-records-pharmaceutical-data-integrity
https://www.ispe.gr.jp/ISPE/07_public/07_01_41.htm
https://ispe.org/publications/guidance-documents/gamp-it-infrastructure-control-compliance
https://www.ispe.gr.jp/ISPE/07_public/07_01_45.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-gcp-systems-data
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-date-integrity-key-concepts
https://www.ispe.gr.jp/ISPE/07_public/07_01_48.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-data-integrity-manufacturing-records
https://ispe.org/publications/guidance-documents/gamp-rdi-good-practice-guide-data-integrity-design
https://www.jpma.or.jp/information/evaluation/results/allotment/gcp_system_validation.html
https://www.jcroa.or.jp/wp-content/uploads/2024/06/ER-ES_Rev1.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202404_csvdoc.html

4. Data Integrity (DI)
Data Integrity (DI) (ZB34 2 BN OHSIHFIER L STV, A OBHIZELRIZ DT
I%. FDA, MHRA, WHO 726 OHHIZHERH Y | 5% GMP 8l E L72b D, F721% GxP
ELEELOBRFIET D, DI OFEAFIH T ALCOA-CCEA TH Y, FHHH OFHRHITAZEDOKEIC
i %,

ERORE - h4 K54 0%F
ML

BOYDORG - A FS540%F
No | EHFEAH | FEHIT () |45

1 ]2016/05 WHO Annex 5 Guidance on Good Data and Record Management
(GMP, GLP, GCP) | Practices £&X
2015/09 Draft
Guidance on Good Data and Record Management Practices £X
2 |2018/12 FDA Guidance for Industry Data Integrity and Compliance With Drug
(GMP) CGMP / Questions and Answers EX MRA-IVTFAT7VR)
2016/04 Draft
Guidance for Industry Data Integrity and Compliance With CGMP
£X
3 12018/03 MHRA 'GxP' Data Integrity Guidance and Definitions 2% HR(XE)
(GxP)
2015/03

MHRA GMP Data Integrity Definitions and Guidance for Industry
£ #ER(Xpro Associateds)

2016/07 Draft
MHRA GxP Data Integrity Definitions and Guidance for Industry
£EX
4 12021/07/01 |PIC/S Good Practices for Data Management and Integrity in Regulated
(GMP, GDP) GMP/GDP Environment £X FIR(IE)
2018/11/30 Draft3
Good Practices for Data Management and Integrity in Regulated
GMP/GDP Environment £
5 (2021/10/10 |WHO Annex 4 Guideline on data integrity 22X
(GMP, GLP, GCP)
2019/10 Draft for Comments
Guideline on Data Integrity £%
6 |2021/09/20 |OECD Advisory Document of the Working Party on Good Laboratory
(GLP) Practice on GLP Data Integrity 22X
7 12023/03/07 |EMA Guideline on computerised systems and electronic data in
clinical trials £X FIR(IE)
[ 2k iF /]

2010/08/01 : Reflection paper on expectations for electronic
source data and data transcribed to electronic data collection tools
in clinical trials £X FIR(ZE)
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https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/trs1025/trs1025-annex5.pdf?sfvrsn=910c5942_2&download=true
http://www.it-asso.com/gxp/files/Guidance-on-good-data-management-practices_QAS15-624_16092015.pdf
https://www.fda.gov/media/119267/download
https://ecompliance.co.jp/DI/7883441_DataIntegrity_J.pdf
https://www.fda.gov/files/drugs/published/Data-Integrity-and-Compliance-With-Current-Good-Manufacturing-Practice-Guidance-for-Industry.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/687246/MHRA_GxP_data_integrity_guide_March_edited_Final.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/05/BZLib-104_MHRA_DI_r2.1.pdf
http://academy.gmp-compliance.org/guidemgr/files/Data_integrity_definitions_and_guidance_v2.pdf
http://www.it-asso.com/gxp/files/MHRA%20DataIntegrity%20Guide_v1.1_J_150712a_D-Signed.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/697047/Withdrawn_MHRA_GxP_Data_Integrity_Definitions_and_Guidance_for_Industry.pdf
https://picscheme.org/docview/4234
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-119_PICS_DI_Guidance_r1.3.pdf
https://picscheme.org/users_uploads/news_news_documents/PI_041_1_Draft_3_Guidance_on_Data_Integrity.pdf
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/inspections/trs1033-annex4-guideline-on-data-integrity.pdf?sfvrsn=6218a4e6_4&download=true
https://apps.who.int/iris/bitstream/handle/10665/330818/DI334-773-793-eng.pdf?sequence=1&isAllowed=y
https://one.oecd.org/document/env/cbc/mono(2021)26/en/pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.3.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/reflection-paper-expectations-electronic-source-data-data-transcribed-electronic-data-collection_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/10/BZLib-101_EMA_RP_r1.2.pdf

BERHR&EN - DFEEY
No | EHAEAH |FHxT |4

8 |2011/11 EFPIA | TJHUEEL 12RO HLD H D ALCOA DJ5 X
9 |2012/04 B TR EIC T W EER T e XY RS £X
10 12022/04 B, [GCP fEIICBIT 2L Ea— 2Ly AT MIMT 27 —Z A T/

U7 4 GEEMT) £X
11 |2017/03 ISPE GAMP Guide: Records and Data Integrity

GAMP # A K Gkt T—2 DA T 7V T 4 HA K
AFo : BEX EHRAR

12 2018/10 ISPE GAMP Good Practice Guide: Data Integrity — Key Concept
GAMP EHERH A R : 7T =2 AT 7 VT 4 —HBERa T |
AFE  EX
13 12019/05 ISPE GAMP Good Practice Guide: Data Integrity — Manufacturing records
AF%  EX
14 12020/10 ISPE GAMP Good Practice Guide: Data Integrity by Design AFk  EX

15 |2022/01 JSQA  |GLP =4 A TV T 4 IZBT % GLP fEEMEDT KA H Y —
SCE S FAR xR

ZTDMDSEER
BA=L/ P

ALCOA-CCEA IZD VT
JRT— 2%, IwErE, CHEerE, FIREE, JRARME, EfMER OSSR ET T, BT —#
EEELZGA, TOWBREIDPOIEDZENTES L LEHIC, EHEATORLENE 2 AARIC
TARETIE R, Fo, MBS LT, BFEETTHHINLIRETH D (BEATEMFIC X
%), (GCP AN AKX ALY)

Attributable - FMRENEBA L A AL, FEOFELHICT S 2k

I e C SCORMMA AN L R D EEE LI b

Legible cHELNFEO DT T, —RIICIE A LW ERECH B A L

HIFEE Zr

Contemporaneous - DL, B IBRE AT BOITIE. Bl ZRT A

ElERES >

Original - T — 2RO RN SR S NG R T D T b

JEANE - DR~ DR BT T D L

Accurate s DRI EEA EMENORBICREH T b

TEREME

Complete B LSD AR R THENENRZ YL Th L EMETE 5 L9 it

seatk ThdI &

Consistent CJEEEE () ISR BN, hb LWERER RN L

— ATk - DIRTOZHE & FJENE BRI E OEAEH LT 5 2 L

Enduring R (E P2 SNV S ANV X J i i R R

M, C RHHRGFETERVWEBHIMEGFTE ZRIEBICT S 2 & (R %
Certified Copy (23 5 %)

Available when needed | « E=% — BEAHME HHEYROMEE SN SLERICHEETE S

SR AT hE DTN a R

BEGE BB ORI ENIC AT - REEE S o AT A4S 1 BEEENkO LB - & (2012 4
B | TFEER IR BND HD ALCOA OJFHI (2011 4F EFPIA)
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http://efpia.jp/link/ALCOA_Traning_materials_for_web_F_J.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/chiken_process.html
https://www.jpma.or.jp/information/evaluation/results/allotment/gcp_data_integrity_mgm_202204.html
https://ispe.org/publications/guidance-documents/gamp-records-pharmaceutical-data-integrity
https://www.ispe.gr.jp/ISPE/07_public/07_01_41.htm
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-date-integrity-key-concepts
https://ispe.org/publications/guidance-documents/gamp-good-practice-guide-data-integrity-manufacturing-records
https://ispe.org/publications/guidance-documents/gamp-rdi-good-practice-guide-data-integrity-design

5920 FtXxa) T«

777 R —EREZERe T — AR SN, BFHREX2 VTR o—ZmeETE5H7
FU R —EXZWUNIBIRT L2 ENHELS R-oTEBY, ZORRITEKERTDHE 7 T U FF]
HAEITE R WVEICERT LT <D, £, 777U R —E 20ORMERE S /s 2
BHALLTEY, 2L LTOVF—ERAL_ADOET, v 7S - REEPL B a—o TR
DIAELEIZEE LT < RoTWD, TOXD RBEICHICT 570, 77U RP—bv X%
LR BINFNIHT 2720 DFEREFX 2 U 7 4 JRP AR TH S,

ARETIEEITIEBRIEEE MR D I E I OW TR RS, EREEREM D7 77 ReXa )7

AT AHBIZEICOWVWTIL 6 EREHIA RIA LV OELESBRINTZV,

ERORH - HA K54 U%F

No |%H4FEHH | 4%k

1 |2014/03 70 R —E AFHDOTZODOEREF 2V T 4~ R A A FTA
(2013 FFEERR)  (RRWE PEFER) £X

2 (2014 JIS Q 27002:2014 (ISO/IEC 27002 : 2013), F#HEMNT — & F = U 7 ¢ Hflr— 1FH
X2 T4 BHEOEBO- DO 2%

3 |2016 JISQ27017:2016 (ISO/IEC 27017:2015) . f&E#H i —tEF = U 7 1 Hifi—JIS Q
27002 (ZHDL 7 T RYP—EAD=HOEREX 2V 7 0 FHIROEED
Hld 2%

4 12017/03 770 RY—E2AORA - (FEMEICR DT HRBARTER (REA) £EX

5 [2021/09 70 Ry —bE 2B A IEREF 2 T o EIA KT A4 (5 3
) GREA) £X

BHDORE - HA RS54 UF

No | FEHEH H [FEHT | AW
6 12013/09/25 |ISO/IEC |ISO/IEC 27002:2013, Information technology -- Security techniques --
Code of practice for information security controls
7 12015/12/15 |ISO/IEC |ISO/IEC 27017:2015. Information technology -- Security techniques --
Code of practice for information security controls based on ISO/IEC 27002
for cloud services
8 (2022 EMA European Medicines Agency Cloud Strategy £%
9 (2023/03/07 |EMA Guideline on computerised systems and electronic data in clinical trials
237 FER(ZE)
10 |2023/06/29 |OECD |OECD Advisory Document No.17. Supplement No. 1: GLP and Cloud
Computing £%
11 {2025/01 OECD | OECD Position Paper on Good Laboratory Practice and IT Security £%
BEEEN - DFELEY
No [ ¥HAHHHB [k |4
12 12019/03 IPA HNERDIZOD T T 0 RS —ERLZEFHDOFG| = £
13 IPA HwEx= U7 BETA R 2%
14 12024/712 | —fRME | 7 7 0 R —E 2 ZBET 2 ENAOHIE - TA KT A4 - OfEI T
EANRAR £X
T e
Fhx e ie
=
(JIPDEC)
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https://www.meti.go.jp/policy/netsecurity/downloadfiles/cloudsec2013fy.pdf
https://kikakurui.com/q/Q27002-2014-01.html
https://kikakurui.com/q/Q27017-2016-01.html
https://www.soumu.go.jp/main_content/000477838.pdf
https://www.soumu.go.jp/johotsusintokei/whitepaper/ja/r04/html/nd245620.html
https://www.ema.europa.eu/en/documents/other/european-medicines-agency-cloud-strategy-accelerating-innovation-and-digitalisation-better-public-and-animal-health-outcomes_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.3.pdf
https://www.bfr.bund.de/cm/349/no-17-supplement-1-advisory-document-on-glp-cloud-computing.pdf
https://www.oecd.org/en/publications/2024/12/oecd-position-paper-on-good-laboratory-practice-and-it-security_9772eecf.html
https://www.ipa.go.jp/files/000072150.pdf
https://www.ipa.go.jp/security/guide/index.html
https://www.jipdec.or.jp/archives/publications/de935f0000001rus-att/JIP-ISMS201-1.2.pdf

ZDDSEEH

No [ ¥HAHFH B [ FEHT EALi

15 2016/01 AWS AWS L% GxP BE Y AT AR W THEAT 2BEOEE
HIH £X

16 [2019/11 IBM Cloud IBM Cloud™ T ® GxP #iffil > A 7 L DR EE ES°4

17 {2020/05 Google Cloud Using Google Cloud in GxP Systems E=2'4

18 |2020/07 Microsoft Azure | Microsoft Azure GxP Guidelines White paper E=2%4
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https://d1.awsstatic.com/whitepapers/compliance/JP_Whitepapers/Using_AWS_in_GxP_Systems_JP.pdf
https://ibm.ent.box.com/s/fz0qn1ke6m0vmwe8x49q2zqlt8kdq1g6
https://services.google.com/fh/files/misc/googlecloud_gxp_whitepaper.pdf
https://azure.microsoft.com/mediahandler/files/resourcefiles/microsoft-azure-gxp-guidelines-april/Microsoft%20Azure%20GxP%20Guideline%20(FINAL)%20July%202020.pdf

6.

REEETA K1Y

BIGFEDOERZ BT WNHER URTET D 2 L3, e-CEE L EAFRIGEE, [0S
DBEABRIZ EDRIFITON T FMEBRAFEE) 72 EOEBIC I VRS C& iz, £/,
EREROLZEFHICONTL, FEEFEENRE L [EREHRV AT LAOREEHICET
LHARTA L 8 (REEFEITA RTA )] MBEVNRE LI T0 REEENA NTA4
K OFRRBEFEEBADRE LT E RO FEETETA RTA DD, Wbdb3E3 A RI7A
NTED . BERRENSHESNTE 7, 20204F 8 AT, MIEETA FTA v LRBAT
A RIAUPE S, TEREREZROBOERS AT L - b= ADORMFEERITBIT D
BERBEHITA RTA 0 BERSNTETED, 38204 RT4 ARG ETe o7,

GREBRITA R A L OffFE, REME ZEEETA RI7A4 O] bR,

ERORH - HA FS54U%F

No | FEHFA B |45

1

2004/12/01 | R HEEF LT O Z2HORGEHE IS 2 1HHREE OB OF HIZEET 51k
B CER - AFERE RN+ IuE e-30EE) 2%

2 |2005/03/25 | JEAGHEE OPFTE T 2 ES OBUEICIEDS < REIFEE ST O Hl ORFE
BT D IEREEOFENOFMMICET 285 (BEBTBHETH 475) 2%
3 |2013/03/25 | T2 DIRIFEAT D B\HTIC DWW T O—SIEIZ >\ T (EE% 0325 4
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https://elaws.e-gov.go.jp/search/elawsSearch/elaws_search/lsg0500/detail?lawId=416AC0000000149
https://elaws.e-gov.go.jp/search/elawsSearch/elaws_search/lsg0500/detail?lawId=417M60000100044
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http://www.fujimicro.co.jp/enter/product/medguide.html

7. Electronic Data Capture (EDC)
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https://www.pmda.go.jp/files/000237601.pdf
https://www.pmda.go.jp/files/000237853.pdf
https://www.pmda.go.jp/review-services/inspections/drugs/0004.html
https://www.pmda.go.jp/review-services/inspections/drugs/0004.html
https://www.fda.gov/media/166215/download
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-132_FDA_ERES_CI-QA-final_r0.pdf
https://www.gmp-compliance.org/files/guidemgr/7359fnl.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-105_FDA_CSCI_r5.1.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-105_FDA_CSCI_r5.1.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-and-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.3.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/reflection-paper-expectations-electronic-source-data-data-transcribed-electronic-data-collection_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/10/BZLib-101_EMA_RP_r1.2.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/10/BZLib-101_EMA_RP_r1.2.pdf
https://www.jpma.or.jp/basis/guide/clinical.html
https://www.jpma.or.jp/basis/guide/clinical_02.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202306_DM-evol_FHIR.html
https://ecompliance.co.jp/ERES/Seminar/eres10.html

8. Electronic Patient-Reported Outcome (ePRO)
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https://www.pmda.go.jp/files/000237601.pdf
https://www.pmda.go.jp/files/000237853.pdf
https://www.pmda.go.jp/files/000270881.pdf
https://www.fda.gov/media/85183/download
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-114_FDA_eSourceData_r4.pdf
https://www.fda.gov/media/166215/download
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-132_FDA_ERES_CI-QA-final_r0.pdf
https://www.gmp-compliance.org/files/guidemgr/7359fnl.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-105_FDA_CSCI_r5.1.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.3.pdf
https://www.jpma.or.jp/basis/guide/clinical_02.html
https://www.jpma.or.jp/information/evaluation/results/allotment/epro.html
https://www.lifescience.co.jp/pro/article02-2-7.html#a2-7-5

9. Electronic Trial Master File (eTMF)
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https://www.pmda.go.jp/files/000236360.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-content-management-archiving-clinical-trial-master-file-paper/electronic_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2020/05/BZLib-106_EMA_TMF_r2.2.pdf
https://www.tsoshop.co.uk/Medical/MHRA/Good-Clinical-Practice-Guide/?TrackID=000039
https://www.jpma.or.jp/information/evaluation/results/allotment/tiken_document.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_20251201_TMF_List.html
https://www.jpma.or.jp/information/evaluation/results/allotment/electronic_trial_master_file.html
https://tmfrefmodel.com/resources
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https://www.pmda.go.jp/files/000211366.pdf
https://www.mhlw.go.jp/content/10800000/001018325.pdf
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/touitsu2_00002.html
https://www.mhlw.go.jp/web/t_doc?dataId=00tc8733&dataType=1&pageNo=1
https://www.jsqa.com/seikabutsu/open/gcp_bukai/150710-2/
https://www.jpma.or.jp/information/evaluation/results/allotment/digitization_of_paper_20220401.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202404_01siteSOP.html

11. eSource
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https://www.ema.europa.eu/en/documents/comments/overview-comments-draft-qualification-opinion-esource-direct-data-capture-ddc_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/qualification-opinion-esource-direct-data-capture-ddc_en.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/esource_ddc-and-ehr.html
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https://www.phrma-jp.org/wordpress/wp-content/uploads/old/library/faq/faq_a2.pdf
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https://www.pmda.go.jp/files/000251967.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/use-electronic-informed-consent-clinical-investigations-questions-and-answers
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https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guideline-computerised-systems-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.3.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/patient_centricity2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/clinical_notrely_visits.html
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PR3 i K OV AR R R S O A PE A C I 1 5 U A 7128 U C M &

EHS 558 OHEAGIEIONT

£X

BRG] - A FS540%F

No | EHEHAH |FEHIT |4
17 2021/04 FDA Remote Interactive Evaluations of Drug Manufacturing and Bioresearch
Monitoring Facilities During the COVID-19 Public Health Emergency
Guidance for Industry £X MR (—I>TFAT>A)
18 |2025/06/26 |FDA Conducting Remote Regulatory Assessments Questions and Answers
Draft Guidance for Industry £
19 [2020/05/18 |EMA Guidance on remote GCP inspections during the COVID-19 pandemic
=4
20 [2020/08/12"* |MHRA |Guidance for industry on MHRA’s expectations for return to UK on-site
inspections  *3:Last updated 19 March 2021 X
BEEAEN - DFELEY
No | EHEHAH |FEHIT |4
21 [2021/12 ICMRA |Reflections on the regulatory experience of remote approaches to GCP and
GMP regulatory oversight during the COVID-19 Pandemic
£X #0R (PMDA)
22 12022/03 B |V E— PiA (BEEFESMEMRA) (BT 57— bo%E
il e £X
23 12022/09 B |V E— MRA (FFA) OF5IE Ver20 E'4
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https://www.pmda.go.jp/files/000273635.pdf
https://www.fda.gov/media/147582/download
https://ecompliance.jp/wp-content/uploads/2021/10/Remote-Interactive-Evaluations-of-Drug-Manufacturing-Establishments_J.pdf
https://www.fda.gov/media/160173/download
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/guidance-remote-gcp-inspections-during-covid-19-pandemic_en.pdf
https://www.gov.uk/guidance/guidance-for-industry-on-mhras-expectations-for-return-to-uk-on-site-inspections
https://www.icmra.info/drupal/sites/default/files/2021-12/remote_inspections_reflection_paper.pdf
https://www.pmda.go.jp/files/000245880.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/remote_survey_202203.html
https://www.jpma.or.jp/information/evaluation/results/allotment/remote.html

26. Al
Al DZGH /AL E AR FEIEI TS U R 7 HERICHHL L, BN TR 2 ITREIDELR, EnE
NP DIFRIEE SN TS, RETIIHAKOEERHYRICBIT S AL IZBET5@8mMEE L

7,

ERDBESF - h4 K54 0%F

No |¥HEH B |4 PR

1 |2024/03/31 |[EWHT X NT—F O AL E~OFNERIHRD A KT 4 £x%
2 12025/03/28 (AL FEFETA R74 U 1.1IR) £X

BHOFRE - HA FSAUF
No |REHAEAH |FHx | 4FF

3 12024/04/19 |EU Artificial Intelligence Act EE'Y
4 12024/09/11 |EMA Reflection paper on the use of Artificial Intelligence (Al) in the medicinal
product lifecycle £%
5 12025/01/07 |FDA Considerations for the Use of Artificial Intelligence To Support Regulatory
Decision-Making for Drug and Biological Products (Draft) £
6 2025/01/07 |FDA Artificial Intelligence-Enabled Device Software Functions: Lifecycle
Management and Marketing Submission Recommendations (Draft) £X
7 12025/07 EMA EudralLex Volume 4 — EU Guidelines for Good Manufacturing Practice for

Medicinal Products
Annex 22 : Regulatory Guidance on Al Use in GMP  Draft guidelines

£EX
8 12026/01 FDA/ Guiding Principles of Good Al Practice in Drug Development £
EMA
BEEAEN - DFELY
No |JH4FEA R [T |4
9 12025/07 ISPE GAMP Guide: Artificial Intelligence AF5E  BX

51


https://www.mhlw.go.jp/content/001310044.pdf
https://www.meti.go.jp/shingikai/mono_info_service/ai_shakai_jisso/20240419_report.html
https://www.europarl.europa.eu/doceo/document/TA-9-2024-0138-FNL-COR01_EN.pdf
https://www.ema.europa.eu/system/files/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle-en.pdf
https://www.fda.gov/media/184830/download
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/artificial-intelligence-enabled-device-software-functions-lifecycle-management-and-marketing
https://health.ec.europa.eu/document/download/5f38a92d-bb8e-4264-8898-ea076e926db6_en?filename=mp_vol4_chap4_annex22_consultation_guideline_en.pdf
https://www.fda.gov/media/189581/download
https://ispe.org/publications/guidance-documents/gamp-guide-artificial-intelligence

27. Decentralized Clinical Trials (9 &k & E& K88 - DCT)
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No | &4 H A |4

1 ]2024/09/20

TR K OMGE e R BRI RBR (238 1) 2 TR a3 12 & 0 FERGRYRLER & LT
IR S e iF iz O AR VL e O FHlC Fa'éﬂ“émif IOWT 2%

BHAOREG - HA K4 UF
No | EHFEHH |FHI |45
2 12022/12 EU RECOMMENDATION PAPER ON DECENTRALISED ELEMENTS IN
CLINICAL TRIALS X
3 12023/12 FDA Digital Health Technologies for Remote Data Acquisition in Clinical
Investigations =X
4 12024/09 FDA Conducting Clinical Trials With Decentralized Elements ES
BAFREEN S DFELEY
No [ JEHAEH B [FEHHx |4
8 [2022/08 BIEY,  |DM OEE Ry 7 [DCT IZB 57 —4 Ot & 2 DOIZ Mk
R X
9 [2022/09 3K |DDC/EHR 7 — & @O BUK L #E E36
10 12024/10 B, | DCT OFARILIS LU DCT DA FIEICE T 27 7 — MR 2x
11 |2025/04 By, |[VRBRICIS1T D Patient Reported Outcomes i R FIH LG FH D72 D
PRO FIHIDF5| = £X
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https://www.pmda.go.jp/files/000270881.pdf
https://health.ec.europa.eu/latest-updates/recommendation-paper-decentralised-elements-clinical-trials-2022-12-14_en
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/digital-health-technologies-remote-data-acquisition-clinical-investigations
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/conducting-clinical-trials-decentralized-elements
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202208_DCT_f01.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202208_DDC_EHR_b.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202410_DCT.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202504_PRO.html
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T =4~ F T A MIBT D Artificial Intelligence DIEH ~ZuhHsH D Al~ (2023 4F 5 H)
BB £ L, (2020 4E 5 1)

Al 5 T7ZIZ2? (201945 H)
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185R1C351F % Patient Reported Outcomes B MRBHFEH 2 D72 D PRO FJHDOFH & (2025 44 H)
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DDC/EHR 7 — Z @ OBUR & i (2022 £ 9 H)

DM OZEH Ny 7 [DCTIZBIT LT —X Ot & = OEH MM (202248 A)
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(A =T V=2V T7 b =T OFNEA & BEFE] & TOSSHIAWRRT v — hiiE#) (202344 H)
a7 0 7T 2 (SaMD) BAHEA— S—t'=a— (2024 4FE 5 /)

IBBRBEIT S AT L DT AT v MEHOBRICHT D I Y A A VRO (2024 44 A)
HEEE 7 —F VAT LA TR 28 FIE O R (2022443 )

PV B~ RPA HADHIR L BE A (2022 42 )

Tuy s Fe—roT, RIZ? (202046 A)

B AV TED eSource {EHHEMEICEIT 57 > r— PlEEE (2025 4 10 )

185R1C351F 2 Patient Reported Outcomes  ~FfRBAFH M E D72 D PRO FPJHOFII £~ (2025 F 4 H)
ICHMI11 [l - FF0 S 7o BRRaRBR S gl i 25 ) FEWNSEEEIC A 727 v — b (20254FE3 H)
BRRBARICB DT VANV DT AT A —A—vay (DX) OHUR L AHEME (202445 A)

TRBR B 3L DO FE R I P BT D EEMESE S FIRES (2024 FEAR) (2024 4E 4 H)
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(2023 £ 10 A)
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https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202407_fda_csa.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202404_csvdoc.html
https://www.jpma.or.jp/information/evaluation/results/allotment/gcp_data_integrity_mgm_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/gcp_system_validation.html
https://www.jpma.or.jp/information/evaluation/results/allotment/eres_concept.html
https://www.jpma.or.jp/information/evaluation/results/allotment/eres_concept.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202505_guidance.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202406_AI_Prototype.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202305_2022TF1_1_AI_DM.html
https://www.jpma.or.jp/information/evaluation/results/allotment/machine_learning.html
https://www.jpma.or.jp/information/evaluation/results/allotment/what_is_ai.html
https://www.jpma.or.jp/news_room/newsletter/189/pdf/pdf-index-14.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202504_PRO.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202410_DCT.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202208_DDC_EHR_b.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202208_DCT_f01.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202406_OSS.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202204_oss.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202405_TF1_SaMD.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202403_account.html
https://www.jpma.or.jp/information/evaluation/results/allotment/application_electronic_data.html
https://www.jpma.or.jp/information/evaluation/results/allotment/pv_rpa_points_remember.html
https://www.jpma.or.jp/information/evaluation/results/allotment/block_chain.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202510_eSource.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202504_PRO.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202503_ICHM11.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202405_TF1_DX.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202404_01siteSOP.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_TF1_202309_PtTeam-1.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_TF1_202309_PtTeam-1.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202304_TP3.html

18BRBEE L HOHUFEADE I RD B D Z & (Certified Copy DT ZHULNT) (202244 A)

¢TMF (electronic Trial Master File) & TMF Metrics O I [ 1) 7= IEARFHIHOfEF &L (2022 4 3 H)
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HoKIZH S 5 RWD/RWE FIFEIC BRSO A 2 A Dk (2025 45 )
RWD K O RWE Jifi ] 0D 72 8 DR IR LB RN T T 7 o~ BT —7 )L HEE (202545 1)
H K21 5 RWD/RWE FIEIZ B % 0 A 2 A D i (2025 45 H)
VO Y BV BSERGER T — 2 N — AFREORET OMED 5 (2025 43 H)
LSRRI BT B ) 7T —)V RF—Z i (202541 A)
R4 T AR E IR O R N TEA D58 (2024 4F 12 H)
FHER : RWD B3 FDA WA A (2024 - 11 H)
EFEEAL BT — Z AR OBHNEDOF = v 7 U A MZ-DOW T —TransCelerate {EFXOF =~ 27 U A b
Lv— (2024411 H)
IR DB OFEM (2024 426 1)
ERMBEIETY 7NV T =)V RTF— 2 O _RFIH 2 et 2 BORE~OHIFE (2024 4E 5 H)
BUERGER T — 2 N APE RO F5 & 2024 1F 01 ARR- (2024 4F 1 H)
ATANNT 727 —=RZBT5H DBIFFROEREAED HFICHT LM H (202441 H)
JEFHIFHIC Real World Data 8% L UCHIAT DO ER (202247 H)
BEIRTES T — X S — AFAANC 0T D EHEMERE R ORI (2022 426 H)

W TR - R LU R B Y OFNEAREIC T 7o fREE (2022 454 A)
FEFEMPHRICB T DEBL A B Y 0BRSS & EY (201946 A)
FEHMBERICBIT DV T AV —/V KT — 2 OIEH (2020 4E 5 A)
BRI VAN DTy AT Ae%2% (202046 )
EIRIEMT — 2 N — A E & W R O RUE RGeS T — 2~ — A Fehii o B 4R (2020 4F 12 1)
BAEOENY TN T — )V RTF—F 2 IR & 2 F TEHTE 52 (20194E5 H)
YTNT =)V RT =% BV R Y 2R L7z KB (2021 455 H)
WIEIR e T — 2 N — AFAE FEMiE B E O LR FI4E (2018 42 8 1)
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https://www.jpma.or.jp/information/evaluation/results/allotment/digitization_of_paper_20220401.html
https://www.jpma.or.jp/information/evaluation/results/allotment/electronic_trial_master_file.html
https://www.jpma.or.jp/information/evaluation/results/allotment/esource_ddc-and-ehr.html
https://www.jpma.or.jp/information/evaluation/results/allotment/mapping-list_202003.html
https://www.jpma.or.jp/information/evaluation/results/allotment/mapping-list_202003.html
https://www.jpma.or.jp/information/evaluation/results/allotment/iot.html
https://www.jpma.or.jp/information/evaluation/results/allotment/epro.html
https://www.jpma.or.jp/information/evaluation/results/allotment/tiken_document.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_202402_e-form.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_CE_EI_202209_E2BR3.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_202511_PMSDBGB.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DBTF_202505_RWD_RTR.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202505_KT9.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DBTF_202505_RWD_RTR.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202505_KT9.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_202502_PMSREGWB.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202501_rwd_for_HTA.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202412_Pseudonymize.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DBTF_202411_FDARWD.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202410_CTDS_Checklist.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202410_CTDS_Checklist.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DBTF_202406_DBUSE.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202404_KT.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_202401_PMSDBGB.html
https://www.jpma.or.jp/information/evaluation/results/allotment/MA_KT4_202302_DBstudy.html
https://www.jpma.or.jp/information/evaluation/results/allotment/ds_202207_rwd.html
https://www.jpma.or.jp/information/evaluation/results/allotment/reliability_task_study_202206.html
https://www.jpma.or.jp/information/evaluation/results/allotment/pediatric_rare_disease_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/disease_registry_analysis.html
https://www.jpma.or.jp/information/evaluation/results/allotment/bd_rwd.html
https://www.jpma.or.jp/information/evaluation/results/allotment/registry_ecosystem.html
https://www.jpma.or.jp/information/evaluation/results/allotment/medical_information_databases.html
https://www.jpma.or.jp/information/evaluation/results/allotment/rwd2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/bd_rwd_202105.html
https://www.jpma.or.jp/information/evaluation/results/allotment/db_inspect.html

o HURMEIIBITHERYE Y /T —XIEAICHIT T (201945 H)
e  “Framework For FDAs Real World Evidence Program” D #E4 (2020 453 H)

e  Real World Data fEHT D FEEE RWD IZfithu TAH L 5 (201743 H)
e RWD: [5F—Z0DE| ITHT5E5 201642 A)
o TFT—H_—2FFEAM (2015411 A)

AERE

o IBERIED XML 7 7 A MERDFFIE GF4R) BITORMLHE (2021 F2 H)

o IBERIED XML 7 7 A MERDFFIE GF3 R BITORMOLHE (201943 H)

o JBBRIED XML 7 7 A MERRDOFF & (B2 k) FIRERFBITORBMSE (2017410 H)

eCTD

o cCTDv4 {ERDFFIE 5 1.0 iR ABORIOE (2025 4 11 )

o cCTD v4.0 ZHEEM 52 UABORH b (2024 4 11 J)

o [RAetiEMiwme) OFS|EX-F—byeA VAT AFIHMR- (202445 H)

o MEEHFOFIE- TS -y AT AT AFATE- (202443 H)

e ICHE17 D& < [HERILFVEER B 2 V72 CTD Ok (2023 428 )

o eCTD v4.0 HHEEH (202343 H)

o HfkaEy-FTI =N REa X b (eCTD) {EROFI[E (1 HkiThi) (201744 H)
o HfkaEy-FI =N REa X b (eCTD) {EROFI[X (5 3 MckiThk) (201744 H)
o FEffkmEr-FI=HN - RRa A B (eCTD) ERROFFIE (G 4 HSEETHR) (2016 4 10 A)
o cCTDIERDFHIE #4207 — bV =A5bEhR (2016 48 H)

o HbaEy -FI = RF¥Fa XA b (eCTD) EROFE[E (5 4.1 EEFRK) (2016 4 10 A)
o cCTD{ERRDF5I & (3 4.1 iy (2016 4E2 J)

e FDA ® eCTD BH#EAIOFIFRIZOWT (20174 1 H)

e  EU modulel eCTD fLAEEDFIFRIZOWT (2016 47 1)
o  eCTD OXFIRIIZEET 27 o — iR (01543 H)

Mg

o  TERNEFRLOB LSRN CE) EROFIE (2024 F4 ARG (202444 )

o [EFHERLOBEALI NI CE) ERitttoFolE (202442 H)

o TEFMERLOE L SN CE) (EROFI & — ik 29 4 - HF0 3 FEsl IS — (Bf 4 4 4
AR) (202244 A)

o TERAEIEMIRASCGE OR~v=a7 (BRI S HD - (201945 H)

o TERMEEMLOBEFAALSNIZEICE] MHOFF[E (2023 £4£ 8 HiR) (2023 4£ 8 H)

o ERMEELOBE LS CE] OH~==7/L (G348 AR) (2021 48 )
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S5 H)
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https://www.jpma.or.jp/information/evaluation/results/allotment/fdas_rwep.html
https://www.jpma.or.jp/information/evaluation/results/allotment/xml_4.html
https://www.jpma.or.jp/information/evaluation/results/allotment/xml_3.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202511_v4tebiki10.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202410_v4shizai2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/safety_202403.html
https://www.jpma.or.jp/information/evaluation/results/allotment/re_examination_gateway_system.html
https://www.jpma.or.jp/information/evaluation/results/allotment/E17_TF_report.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202303_eCTDv4education.html
https://www.jpma.or.jp/information/evaluation/results/allotment/eCTD_4_2_1.html
https://www.jpma.or.jp/information/evaluation/results/allotment/eCTD_3.html
https://www.jpma.or.jp/information/evaluation/results/allotment/eCTD_4_2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/ectd_gateway.html
https://www.jpma.or.jp/information/evaluation/results/allotment/eCTD_4_1.html
https://www.jpma.or.jp/information/evaluation/results/allotment/electronic_common.html
https://www.jpma.or.jp/information/evaluation/results/allotment/fda_ectd.html
https://www.jpma.or.jp/information/evaluation/results/allotment/ectd2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/ectd.html
https://www.jpma.or.jp/information/evaluation/results/allotment/PV_202404_PIcreation.html
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