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https://bunzen.co.jp/manage/wp-content/uploads/2019/04/Lib073_annex11qa_r1.pdf
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

No | EHEHAH |FEHIT |4
(Annex11 Computerized System) £%
PIC/S @ GMP HA FT7A v z2iEMT HBEDEFZTTIONT] D—
HRUIELIZ DUV T (2013/3/28 F5EHE) HIZR(PMDA)
13 2016/04/22 |OECD |OECD Series on Principles of Good Laboratory Practice and Compliance
Monitoring Number 17
Application of GLP Principles to Computerized Systems £%
14 |2023/06/29 |OECD |OECD Advisory Document No.17. Supplement No. 1: GLP and Cloud
Computing £
15 |2023/03/07 |EMA Guideline on computerised systems and electronic data in clinical trials

2% FIERCLE)

BEEAEN - DFELY

No [ HAHEHH |[FHHx |45
16 |2001/12 ISPE GAMP4:
GAMP Guide for Validation of Automated Systems
GAMP #A K HENLI AT LD F—2 3 (GAMP4)
AF | RX(SARGTHR T IR
17 12005 ISPE GAMP Good Practice Guide: Testing of GxP Systems
€ BN GAMP FEEHBIF A A R 1 GxP ¥ AT LDT A b
AFE | RX(SARGTHR T R
18 2005/12 ISPE Gamp Good Practice Guide: A Risk-Based Approach to Compliant
(FRER ) Electronic Records and Signature
GAMP FEEHHFA A K 1 VAT R—=2A7 7 0 —F|Z L DE Tk -
BB~ OHHE S AF5% | EXRIRSET BRIR
19 2006/12 ISPE GAMP Good Practice Guide: IT Infrastructure Control and Compliance
€ BN GAMP EEHFHHT A R IT AT TA LTI/ FvOFHEa LT
AT A AF5  BXERFEHET BRIR
20 |2007/06 ISPE GAMP Good Practice Guide: Validation of Laboratory Computerized
CEENIY, Systems
GAMP EEHEH A A K BWREOa L Ea— 2 Ly AT LDONY T
—¥ 3V AFS | RX(RTHR T #ERR
21 {2008/02 ISPE GAMP 5: A Risk-Based Approach to Compliant GxP Computerized Systems
A 2=V AT LD GxP WE~D IV AT N—=RAT T u—F
(GAMPS) AF5 : BRI
22 |2022/07 ISPE GAMP 5 Guide 2nd Edition AFFk B
23 12010/01 ISPE GAMP Good Practice Guide: Operation of GxP Computerized Systems
AF%  EX
24 12010/02 ISPE |GAMP Good Practice Guide : Manufacturing Execution Systems — A
Strategic and Program management Approach
GAMP SEEHIE T A N BUEEIT U AT A —HIKH 7 10 7T L= 3
VA NT Fa—F AF5%  BX BRI
25 12010/11 ISPE GAMP Good Practice Guide: Calibration Management 2nd Edition
AFE  EX
26 12011/02 ISPE GAMP Good Practice Guide: A Risk-Based Approach to GxP Process
Control System Second Edition
GAMP EEHHF T A K : GxP 7o AFHI L AT A~D U A7 _—
AT 7 a—F AFSE : BRIR
27 12011/02 ISPE GAMP Good Practice Guide: GxP Process Control Systems 2nd Edition
AF%  EX
28 [2011/08 ISPE GAMP Good Practice Guide: A Risk-Based Approach to Operation of GxP
(FHERRR) Computerized Systems

GAMP FEEHIE T A N :GxP 2o ¥ a—X LT 2T LADEH~D Y
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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://www.ispe.gr.jp/ISPE/07_public/07_01_02.htm
https://www.ispe.gr.jp/ISPE/07_public/07_01_00.htm#gamp1
https://www.ispe.gr.jp/ISPE/07_public/07_01_03.htm
https://www.ispe.gr.jp/ISPE/07_public/07_01_07.htm
https://www.ispe.gr.jp/ISPE/07_public/07_01_09.htm
https://www.ispe.gr.jp/ISPE/07_public/07_01_19.htm
https://ispe.org/publications/guidance-documents/gamp-5-guide-2nd-edition
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
https://ispe.org/publications/guidance-documents/gamp-gxp-process-control-systems

No | EHEHAH |FEHIT |4
A XN=RAT 7 n—F AF5 | BXRIRFHET BRI
29 12012/10 ISPE GAMP Good Practice Guide: A Risk-Based Approach to GxP Compliant
Laboratory Computerized Systems 2nd Edition
GAMP EEMIF AT A F : GxP (A LIcRBR=E = v B a— 2By X
FTLDY AT R—2AT7 Fua—F F2I AFE  BX BRIR
30 [2012/12 ISPE GAMP Good Practice Guide: A Risk based Approach to Testing of GxP
Systems 2nd Edition
GAMP FEHEHHE AT A N : VR IZXN=2T T —FIZLD GxP v AT
ADFT AN H2 ATk BEX BWRR
31 |2014/10 ISPE GAMP Good Practice Guide: Regulated Mobile Applications ~ AF% : EX
32 12017/02 ISPE GAMP Good Practice Guide: Global Info Systems Control & Compliance
2nd Edition AF%: BEX
33 12017/03 ISPE GAMP Guide: Records and Data Integrity
GAMP A R : ik & T =2 DA T 7T 4 A K
ATk BEX WRIR
34 |2017/08 ISPE GAMP Good Practice Guide: IT Infrastructure Control and Compliance 2nd
Edition AFE R BIERIR
35 12017/12 ISPE GAMP Good Practice Guide: Computerized GCP Systems & Data
AF%  EX
36 [2018/10 ISPE GAMP Good Practice Guide:Data Integrity — Key Concept
AF5 B EERIR
37 |2019/05 ISPE GAMP Good Practice Guide: Data Integrity — Manufacturing records
AFE  EX
38 12020/10 ISPE GAMP Good Practice Guide: Data Integrity by Design AFk  EX
39 [2018/02 JSQA  |QAFEHTXA N (F)
(PEREED RO [EBHED I, 22 ¥ o — 5 i
40 |2020/03 B, |GCP fEIKIZRBIT D a2 v B a— b AT AN F— 3 Ol
E>4
41 |2024/03 JCROA |EThi TER/ES #E&+DfiFL )
ER-ES Revl.pdf
42 |2024/04 B | N X —DEE R L2 R r 7 CSV SLEDER
E=4
ZDHDSEEN
AL
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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 %,

E R DR
YL
N ARDFSLL
No | EHFEHAH [FEHT GEE) |4
1 ]2016/05 WHO Annex 5 Guidance on Good Data and Record Management
(GMP, GLP, GCP) | Practices 2%
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
374
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
X
4 12021/07/01 |PIC/S Good Practices for Data Management and Integrity in Regulated
(GMP, GDP) GMP/GDP Environment £X HER(XE)
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 &3
7 12023/03/07 |EMA Guideline on computerised systems and electronic data in
clinical trials £X FHIR(XE)
[ 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 FHIR(XE)
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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

BEREEN - DFELEY

No [ HAHEHHB |[FHHx |48
8 [2011/11 EFPIA | [JF&EH (IR BN D H D ALCOA D J5tHI X
9 |2012/04 B TR EIC T W EER T e XY RS £
10 12022/04 B, |GCP fElC BT 2 a s B a— 2y AT ACET 27 =2 A4 T 7
U7 1 (REE M) £X
11 |2017/03 ISPE GAMP Guide: Records and Data Integrity
GAMP A R fidk&T—2 DA T 7 VT 4 AR
ATk BEX R
12 |2018/10 ISPE GAMP Good Practice Guide: Data Integrity — Key Concept AFk  EX
13 2019/05 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 JISQA  |GLP =4 A T VT 4 IZBT % GLP fEEME DT KA H Y —
3 S SN T
ZDHDSEEN
AL

ALCOA-CCEA IZDIVT

BT —41
%%E Lf:%u

j:\

AN

I S A

. TOIHE

FFevE, FIRFPE, BOARME, IEMEMEN O attamied 2 &, T —#
BESDPDIEDLZLNTE D L L bIT, BHEATOLMARE 2RI

TS TIEARY, £, BEIISUT, YFLFTHA SN L ETH D (BAEHFIC L

%), (GCPH 41 FZHAX L ALY)

Attributable CRERENEA & A ERE L, BLOFTEEYfEIC TS 2 &

Vg = c TTOFLHEN AP & R A EZ LW &

Legible CHED RO HFT, —INCIEA LR WEREH B E A A L wn

HFEE Lk

Contemporaneous c IR ETER, W IRRE AT o LA, BN EET S 2

[ A L

Original « T2 PR RN R IR S B R Th D T L

A M OERASDERFECIE TR T B Z &

Accurate C RBEILE R B ORBMICLE T A 2 &

IERENE

Complete CFLHEELAD AN R TENEN Y TH D LG TE D L9 Rit#l

sedeft ThBHZL

Consistent CJREEN (R ICFERRWD, b LWREEN RN &

—HE - DIETOFER & FENE CER AT OB E L NS &

Enduring R B A AN Ny PPN 2 ) i b R Sl

[I/NEN #1512 cRHIMRGFECERVWERNIRAFCTEOREBICT S Z & (EEAKE
Certified Copy (23 5 %)

Available when needed | - £=%— E&EHELE | HlHil L ROFEETENLERFICEETE 5

SLIREFI) H AT HE Nl R R

BEGE  IBBOMRERIC AT - REEE S o AT A4S 1 BEEENkO LB - & (2012 4
B TFEER 12RO BND HD ALCOA DOJFHI (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

5927 FE*xaT+«

770 RP—ERIEELR— AR RS, BlREX=2 VTR o—&ild TE 57
FU R —ERZ@MUNTBINT 5 ERH L R-oTRY, ZOBIUCKKT 2L 7 T 7 M
ME IR AVEICER LT <05, £/, 77U FH—EXORMBIEZIEDS /3 LA ET
BHALL TR, 2L LTOF—ER LR T, uZEE - fEPL Ea—0HTRh
OFAEZIZEHE LT KR TW0D, ZOXIREICKHET 2720, 77U RYh—vx%
T BINCFIRT 2720 OFHREX 2 ) 7 A IRBARARTH D,

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

AT AHBIZEICOWVWTIL 6 EREHIA RIA LV OELESBRINTZV,

E R DRI F
No [ ¥HAFEHHB |4
1 [2014/03 777 R = 2MHOTODEREF2 ) T A~ KA MIA T A
(2013 A HERR)  (REHFPEHERE) X
2 (2014 JIS Q 27002:2014 (ISO/IEC 27002 : 2013), I —&F 2 U 7 ¢ Hiffr — 1
X a7 A EEROERO D ORI £
3 |2016 JISQ27017:2016 (ISO/IEC 27017:2015) . f&E#H i —tEF = U 7 1 Hifi—JIS Q
27002 1ZHASL 7 T U Ry —EADTDOFREF 2V 7 4 FHRO RO
Hld 2%
4 |2017/03 7 70 R —e20%4s - [FREEICR D IERETRER GRBE) £X
5 12021/09 770 R —EARBICBTLEREF 2V T oI A FT A (F 3
i) Gese) £X
B ORGIF
No|FEHEH H [FEHx |4
6 |2013/09/25 |ISO/IEC |ISO/IEC 27002:2013, Information technology -- Security techniques --
Code of practice for information security controls
7 |2015/12/15 |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 12023/03/07 |EMA Guideline on computerised systems and electronic data in clinical trials
2% FERCLE)
9 12023/06/29 |OECD |OECD Advisory Document No.17. Supplement No. 1: GLP and Cloud
Computing £
10 {2025/01 OECD | OECD Position Paper on Good Laboratory Practice and IT Security ESe
BERE&E, L DFELEY
No [ ¥HAHFHB [F¥Hx |4
11 |2019/03 IPA HIMERDTLOD Y T T Ry —E R LR OF5| & E4
12 IPA HwmEx= U7 BT A R E5e
13 (2024/712 | —fRME | 7 F 0 R —E R ZBET 2 ENAOHIE - TA K714 OfEI T
ENEA £X
T e
o HE it
2
(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/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

14 2016/01 AWS AWS L% GxP BE Y AT AR W THEAT 2BEOEE
HIH £X

15 [2019/11 IBM Cloud IBM Cloud™ T ® GxP #iffil > A 7 L DR EE ES°4

16 |2020/05 Google Cloud Using Google Cloud in GxP Systems E=2'4

17 |2020/07 Microsoft Azure | Microsoft Azure GxP Guidelines White paper E=2%4

15



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,

(= N D R |
No | ¥ MHHFEHA |4
1 12004/12/01 | RFEJFEFE ST 5 HilORFEFICI T 2 IEHIBE O ORI HICE T 21k
A CERA SEER E U LS e 3GETE) £
2 12005/03/25 | [EAEGHEE OFTE T HES OHEICHES < REFETENT O FEim ORFE
BT DI HEE OEINOFIHIZET 280 (BAENBESE 4 5) 2%
3 |2013/03/25 | I29REEDIRGTF AT D BATIC OV T O—EkIEIZ SV T (EEE 0325 %
15 5, FRAFE 032555 9 5. 183 0325555 5) £
(B RE]
2002/3/29 : ZIRERLE DIRAFZAT O BATICHOWT (EBEHF 0329003 5, 5%
%5 0329001 %5°)
2010/02/01 : 2% DRAFZAT D HBETIC DN T O—HBEIZH>WT (&
BFE 0201 55 2 5, fR%E 0201 55 1 &)
4 12016/03/31 |EFIEADEHTA K74 L OREICONT (EBF 0331 54 31 5,
A% 0331 55 11 5, A% 0331 55 27 B, BrdhdE 0331 552 =) 2%
5 12016/03/31 | RMS3EEENT O Hil ORAFFITINT 2 dul(E Bl o F I BT 5 157
BEOREATHEIZONWT] O—HIEIZ DWW T (EBUE 0331 5 30 &, 3A%
0331 %5 10 &, PR¥E 0331 55 26 5. Brft3E 0331 55 1 ) £
6 [2023/07/07 |EFEREBROP O ERS AT L - P—ERAORMFEF IR D LLEH
A RTAr FI1LLIR &% BEER
7 12023/05 EIFRIEH S AT AORREHRIZETHHA T4 F6.0 K
(A RKZA ) HARSA> BIF. H5E. QRA. FIVIUR NS
- #ERiAR  (Overview)
- REEH (Governance)
- (e PEfE  (Management)
« VAT LEAM (Control)
8 |2024/12/02 |[E¥E - M EBMRF T BT A EAEROMBEE) L BHR\ N DT= DDA XA
CERZ294F 4 A, 5F0 74 4 H—tE) 2% EESR
ANy L
No | HHFH B | T SR
9 12015/09 MHRA MHRA position statement and guidance
Electronic Health Records £X FHER(XE)
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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
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000118707.pdf
https://kouseikyoku.mhlw.go.jp/kyushu/iryo_shido/documents/2016042005.pdf
https://kouseikyoku.mhlw.go.jp/kantoshinetsu/gyomu/gyomu/hoken_kikan/tsuchi/documents/280404-003.pdf
https://www.meti.go.jp/policy/mono_info_service/healthcare/01gl_20230707.pdf
https://www.meti.go.jp/policy/mono_info_service/healthcare/teikyoujigyousyagl.html
https://www.mhlw.go.jp/stf/shingi/0000516275_00006.html
https://www.mhlw.go.jp/content/001470633.pdf
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000027272.html
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/470228/Electronic_Health_Records_MHRA_Position_Statement.pdf
https://bunzen.co.jp/manage/wp-content/uploads/2020/06/BZLib-111_MHRA_EHR_r1.1.pdf
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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://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/tiken_document.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
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https://www.pmda.go.jp/files/000237601.pdf
https://www.pmda.go.jp/files/000237853.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/97567/download
https://bunzen.co.jp/manage/wp-content/uploads/2020/05/BZLib-103_FDA_EHR_r1.1.pdf
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
https://www.transceleratebiopharmainc.com/assets/esource-solutions/#undefined
https://link.springer.com/article/10.1177/2168479018801566
https://link.springer.com/article/10.1177/2168479018801566
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/000234903.pdf
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
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-113_FDA_eIC_r0.1.pdf
https://s3.eu-west-2.amazonaws.com/www.hra.nhs.uk/media/documents/hra-mhra-econsent-statement-sept-18.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-117_MHRA_econsent_r1.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/information/evaluation/results/allotment/patient_centricity2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/clinical_notrely_visits.html
https://www.jpma.or.jp/information/evaluation/results/allotment/rfcmr00000001yip-att/current_status_and_Issues_202204.pdf
https://www.jpma.or.jp/basis/guide/DX_rinsyousuisihin.html
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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/basis/guide/clinical_02.html
https://www.ispe.gr.jp/ISPE/pdf/IRT_setsumei.pdf
https://www.ispe.gr.jp/ISPE/04_cop/04_17.htm
https://www.ispe.gr.jp/ISPE/07_public/07_01_00.htm#gamp1
https://ispe.org/publications/guidance-documents/gamp-5
https://www.gmp-compliance.org/gmp-news/final-who-guidance-document-on-good-data-and-record-management-practices
https://www.gmp-compliance.org/files/guidemgr/WHO_TRS_996_annex05.pdf
https://www.who.int/publications/m/item/trs1019-annex3
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/production/trs1019-annex3-gmp-validation.pdf?sfvrsn=9440a5c_0&download=true
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https://www.pmda.go.jp/files/000161910.pdf
https://www.iso.org/obp/ui/#iso:std:iso:15189:ed-4:v1:en
https://www.jpma.or.jp/basis/guide/clinical.html
https://www.jpma.or.jp/basis/guide/clinical_02.html
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https://www.pmda.go.jp/review-services/drug-reviews/about-reviews/devices/0053.html
https://www.pmda.go.jp/review-services/gmp-qms-gctp/qms/0003.html
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https://www.mhlw.go.jp/content/10800000/000659474.pdf
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/0000196145.pdf
https://www.pref.okayama.jp/uploaded/attachment/233660.pdf
https://www.pmda.go.jp/review-services/inspections/devices/0006.html
https://www.cobridge.com/wp-content/uploads/2013/03/jimurenraku_20130111.pdf
https://www.mhlw.go.jp/content/11120000/000731129.pdf
https://www.tmiph.metro.tokyo.lg.jp/k_iryou/k-sinsa/youshiki_down/kiki_kyoka/seizou_kyo/
https://www.tmiph.metro.tokyo.lg.jp/k_iryou/k-sinsa/youshiki_down/kiki_kyoka/seizou_kyo/
https://www.mhlw.go.jp/content/11120000/000731129.pdf
https://www.hokeniryo.metro.tokyo.lg.jp/anzen/iyaku/sonota/sale_leas
https://www.pref.saitama.lg.jp/documents/38063/iryoukikituuti.pdf
https://www.pref.fukuoka.lg.jp/uploaded/attachment/133204.pdf
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https://www.mhlw.go.jp/content/11120000/000815542.pdf
https://www.mhlw.go.jp/content/000497471.pdf
https://www.pref.fukuoka.lg.jp/uploaded/attachment/145602.pdf
https://www.pmda.go.jp/files/000238249.pdf
https://www.pmda.go.jp/files/000208959.pdf
https://www.pref.ibaraki.jp/hokenfukushi/yakumu/yakuji/yakumu/yakujiinfo/documents/h300208kaishututiitibukaisei.pdf
https://www.mhlw.go.jp/content/11120000/000805983.pdf
https://www.mhlw.go.jp/content/11120000/000748012.pdf
https://www.mhlw.go.jp/content/11120000/000989356.pdf
https://www.cobridge.com/wp-content/uploads/2017/12/20171020_%E8%96%AC%E7%94%9F%E6%A9%9F%E5%AF%A9%E7%99%BA1020%E7%AC%AC%EF%BC%91%E5%8F%B7.pdf
https://www.fda.gov/media/80958/download
https://www.fda.gov/media/96018/download
https://www.fda.gov/media/97567/download
https://bunzen.co.jp/manage/wp-content/uploads/2020/05/BZLib-103_FDA_EHR_r1.1.pdf
https://www.jfmda.gr.jp/activity/committee/%E5%9F%BA%E6%9C%AC%E8%A6%81%E4%BB%B6%E5%9F%BA%E6%BA%96%E7%AC%AC12%E6%9D%A1%E7%AC%AC2%E9%A0%85%E3%81%AE%E9%81%A9%E7%94%A8%E3%81%AB%E9%96%A2%E3%81%99%E3%82%8BQ%26A%EF%BC%88%E6%A5%AD%E7%95%8C%E7%89%88%EF%BC%8920170725
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202306_TF1.html
https://www.japal.org/wp-content/uploads/2019/05/20171117_mskjimub.pdf
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https://ecompliance.co.jp/MedicalDevice/SW/DTx/DTx.html
https://www.ipsj.or.jp/dp/contents/publication/39/S1003-T02.html

24. Computer Software Assurance (CSA)
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https://www.fda.gov/media/161521/download
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-126_CSAdraft_r0.pdf
https://www.fda.gov/media/73141/download
https://ecompliance.co.jp/MedicalDevice/SW/General_Principles_of_Software_Validation_J.pdf
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=820&showFR=1
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/concept-paper-revision-annex-11-guidelines-good-manufacturing-practice-medicinal-products_en.pdf
https://ispe.org/publications/guidance-documents/gamp-5
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https://www.pmda.go.jp/review-services/inspections/drugs/0005.html
https://www.pmda.go.jp/review-services/inspections/drugs/0002.html
https://www.pmda.go.jp/review-services/inspections/drugs/0004.html
https://www.pmda.go.jp/files/000242782.pdf
https://www.pmda.go.jp/files/000245215.pdf
https://www.pmda.go.jp/files/000250674.pdf
https://www.pmda.go.jp/files/000251213.pdf
https://www.pmda.go.jp/files/000263213.pdf
https://www.pmda.go.jp/files/000263214.pdf
https://www.pmda.go.jp/files/000263215.pdf
https://www.pmda.go.jp/files/000246449.pdf
https://www.pmda.go.jp/files/000263220.pdf
https://www.pmda.go.jp/files/000263221.pdf
https://www.pmda.go.jp/files/000251829.pdf
https://www.pmda.go.jp/files/000251830.pdf
https://www.pmda.go.jp/files/000251831.pdf
https://www.pmda.go.jp/files/000248966.pdf
https://www.pmda.go.jp/files/000248967.pdf
https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.pmda.go.jp%2Ffiles%2F000247583.xlsx&wdOrigin=BROWSELINK
https://www.pmda.go.jp/files/000247584.pdf
https://www.pmda.go.jp/files/000246450.pdf
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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
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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_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_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_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
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