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25 (2010/02 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 1 7T A= 3
VAU RNT Fa—F AF%E : BEX BERIR
26 |2010/11 ISPE GAMP Good Practice Guide: Calibration Management 2nd Edition
AFE  EX
27 12011/02 ISPE GAMP Good Practice Guide: A Risk-Based Approach to GxP Process
Control System Second Edition
GAMP EEHEH A K : GxP 7B E AT AT A~D Y A7 _R—
AT 7 a—F AFSE : BERIR
28 12011/02 ISPE GAMP Good Practice Guide: GxP Process Control Systems 2nd Edition
AFE  EX
29 12011/08 ISPE GAMP Good Practice Guide: A Risk-Based Approach to Operation of GxP
(FRER ) Computerized Systems
GAMP EEHFH A R : GxP a2 B a— XLy AT LAOHEH~DY
A RX—=AT T ua—F AFE : EXFRFEET BERIR
30 [2012/10 ISPE GAMP Good Practice Guide: A Risk-Based Approach to GxP Compliant

Laboratory Computerized Systems 2nd Edition



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_r1.1.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
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
https://www.ispe.gr.jp/ISPE/07_public/07_01_21.htm
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31 [2012/12 ISPE GAMP Good Practice Guide: A Risk based Approach to Testing of GxP
Systems 2nd Edition
GAMP EEHIHEH A K VAT RXR=2A7 Fa—F|Z LD GxP v AT
LDT A 2R AF5 : FX EERIR
32 12014/10 ISPE GAMP Good Practice Guide: Regulated Mobile Applications ~ AF% : BX
33 |12017/02 ISPE GAMP Good Practice Guide: Global Info Systems Control & Compliance
2nd Edition AF%: BEX
34 12017/03 ISPE GAMP Guide: Records and Data Integrity
GAMP # A R : fldk& T =4 DA T TV T 4 AR
ATk BEX WRR
35 |2017/08 ISPE GAMP Good Practice Guide: IT Infrastructure Control and Compliance 2nd
Edition AF%: BEX
36 |2017/12 ISPE GAMP Good Practice Guide: Computerized GCP Systems & Data
AFE  EX
37 |2018/10 ISPE GAMP Good Practice Guide:Data Integrity — Key Concept AFk  EX
38 12019/05 ISPE GAMP Good Practice Guide: Data Integrity — Manufacturing records
AF%  EX
39 12020/10 ISPE GAMP Good Practice Guide: Data Integrity by Design AFFk B
40 |2018/02 JSQA  |QAFEHTF A (F)
(PYEREED R OREIME O, 22 ¥ o — S
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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://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://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

4. Data Integrity (DI)

Data Integrity (DI) 2B~ % EWNOBLHIHHIEREH STy, # O BLHI B 122 T
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 %,

ER Dl
PP
B DR
No | EHFEAH |[FHT ) |45
1 ]2010/08/01 |EMA Reflection paper on expectations for electronic source data and
data transcribed to electronic data collection tools in clinical
trials £X FHIR(XE)
2 |2015/03 MHRA MHRA GMP Data Integrity Definitions and Guidance for
(GMP) Industry(2015 March) £ #ER(Xpro Associateds)
3 12016/05 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 £
4 12018/12 FDA Guidance for Industry Data Integrity and Compliance With Drug
(GMP) CGMP / Questions and Answers 22X MERHA-I>T54T>R)
2016/04 Draft
Guidance for Industry Data Integrity and Compliance With CGMP
£
5 12018/03 MHRA 'GxP' Data Integrity Guidance and Definitions 2% HR(XE)
(GxP)
2016/07 Draft
MHRA GxP Data Integrity Definitions and Guidance for Industry
£
6 12021/07/01 |PIC/S Good Practices for Data Management and Integrity in Regulated
(GMP, GDP) GMP/GDP Environment X #MR(XE)
2018/11/30 Draft3
Good Practices for Data Management and Integrity in Regulated
GMP/GDP Environment £X
7 12021/10/10 |WHO Annex 4 Guideline on data integrity £%
(GMP, GLP, GCP)
2019/10 Draft for Comments
Guideline on Data Integrity ESd
8 (2021/09/20 |OECD Advisory Document of the Working Party on Good Laboratory
(GLP) Practice on GLP Data Integrity 25’8
9 12023/03/07 |EMA Guideline on computerised systems and electronic data in
clinical trials £X FIR(ZE)
BEEEN - DFELEY
No [JHAEHH |[FEHx |45
10 |2011/11 EFPIA |TJF&E ITROHNDHD ALCOA DJFA] 2%
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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
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://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.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_r1.2.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-and-electronic-data-clinical-trials_en.pdf
https://bunzen.co.jp/manage/wp-content/uploads/BZLib-128_EMA_CS_Guide_r1.1.pdf
http://efpia.jp/link/ALCOA_Traning_materials_for_web_F_J.pdf

No | EHEHAH [FEHT |4
11 12012/04 B 16O RAERICH IS 2 EEE T e AT LRE £%
1212022/04 BSRY, |GCP fEIC BT D a v B a—Z by AT AT 5T — 2 A T 7
U7 1 (REEMmE ) £X
13 |{2017/03 ISPE GAMP Guide: Records and Data Integrity
GAMP A R fie 7T =4 DA T 7 VT4 AR
ATk BEX WRIR
14 |2018/10 ISPE GAMP Good Practice Guide: Data Integrity — Key Concept AFk  EX
15 {2019/05 ISPE GAMP Good Practice Guide: Data Integrity — Manufacturing records
AFE  EX
16 |2020/10 ISPE GAMP Good Practice Guide: Data Integrity by Design AF5% B
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Available when needed

k=Y BEEEYE, BN ROMAEESENLERICHETE S
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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
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BHALLTEY ., 2L LTOIF—ERALLDOE T, v 7B - (P L B a—0kiTRN
OFAEZIZEHE LT KR TW0D, ZOXIREICKHET 2720, 77U RYh—vx%
LA RIMNFIHT 2720 0fFH X2 U 7 4 AP ARAIRTH D,
AR TIEEIIEBRIKIEE AR D BH SISOV TR RS, EFEREREO 2 70 KXo U T
AT DHHFIZONWTIL 6 ZREHIA NI L OEEZREI NI,

ERDRHF

No | ¥ MHHFHB |4

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), I —&F 2 U 7 ¢ Hiffr — 1
X2 T4 BHEOEBO- DO 2%

3 |2016 JISQ27017:2016 (ISO/IEC 27017:2015) . {H##Fi—tx = U 7 1 HIF—JISQ
27002 (ZHDL 7 T RYP—EAD=HOEREX 2V 7 0 FHIROEED
il i £X

4 12017/03 770 RYy—ERADOE4E - (IR D G RTER (REE) £EX

5 12021/09 759 Ry —b 2B A EREF 2V T A KA KT (B3
W) (FBA) £

B ORGIF

No [ JHAHEH B [FHHx |4

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 (2023/06/29 |OECD OECD Advisory Document No.17. Supplement No. 1: GLP and Cloud

Computing £%
BAFREE, S DFELEY
No [ JHAHEH B [FEHHx |4
9 ]2019/03 IPA HIEEDT DD T Ry —E XL DOF5| & £
ZDDSEER
No [JHAEHH [ FEHx E4Li)
10 {2016/01 AWS AWS L% GxP BIH S 2T ACB W THEAT HEOEE

IR 2%

11 [2019/11 IBM Cloud IBM Cloud™ T® GxP Hiffi| > AT L DREEE ES'S
12 {2020/05 Google Cloud Using Google Cloud in GxP Systems =X
13 12020/07 Microsoft Azure | Microsoft Azure GxP Guidelines White paper ESe
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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.bfr.bund.de/cm/349/no-17-supplement-1-advisory-document-on-glp-cloud-computing.pdf
https://www.ipa.go.jp/files/000072150.pdf
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
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1 12004/12/01 | REFEEEPT O FHORAFFITE T 2 EHBE OB OFIHIZET 21
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2 2005/03125 |JEAGEE OFTE T DIESORTEICHES S RESEEESNT O E2HOMRGFSE
B ARG OEMOFAICET 280 (BAETBESH 4 5) 2%
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2002/3/29 : ZIRERLE DIRAFZAT O BATICHOWT (EBEHF 0329003 5, 5%
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BFE 0201 55 2 5, fR%E 0201 55 1 &)

4 2016/03/31 |FEFITEADERTA FT7 4 L OFREICHONT (EEFE 0331 4 31 5, 3K
A 0331 55 11 5. 1RF8 0331 55 27 5. Brdb3E 0331 %52 5) 2%
5 12016/03/31 | RMS3EEENT O Hil ORAFFITINT 2 dul(E Bl o F I BT 5 157
D RITEIZ DWW T O IEIC SO\ T (EB3E 0331 %5 30 5, A%
0331 #5 10 5, PRIE 0331 55 26 &, B3 0331 25 1 #) £
6 ]2023/07 ERRIERER R ER S AT L - P—ERAORMFEF BT D LLEH
A RTAY FBILIW (FM2E8H (BMSHETHLE)) 2% mEgs
7 12023/03 R - MERIMRF S BT A AE RO E) R BHR NN D T2 DT A X A

CER% 2954 A 14 B, 5F05 43 A —%pekiE) 2% EEEn
8 ]2023/05 ERRIEW S AT LOREEHIETHHA RT74 2 6.0 K

(FA RKFA4) HARSA>, B, 455, QRA. FTy VRN
- BEFifR  (Overview)

- e PR (Governance)

- e PR (Management)

« V27 AidE MR (Control)

B DR
No [¥HAFH B [ FEHxT A
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/content/001120905.pdf
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000027272.html
https://www.mhlw.go.jp/stf/shingi/0000516275_00006.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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[k iE @]
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No | EHEHAH | FEHIT |4
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3 12010/08/01 |EMA  |Reflection Paper on expectations for electronic source data and data
transcribed to electronic data collection tools in clinical trials £
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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/70970/download
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/reflection-paper-expectations-electronic-source-data-data-transcribed-electronic-data-collection_en.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.fda.gov/media/70970/download
https://bunzen.co.jp/manage/wp-content/uploads/2019/04/BZLib-105_FDA_CSCI_r5.1.pdf
https://www.fda.gov/media/77832/download
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.jpma.or.jp/basis/guide/clinical_02.html
https://www.jpma.or.jp/information/evaluation/results/allotment/epro.html
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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.jpma.or.jp/information/evaluation/results/allotment/electric.html
https://www.jsqa.com/seikabutsu/open/gcp_bukai/150710-2/
http://www.jcroa.or.jp/outline/document/DenjikaSOP4Medical.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/digitization_of_paper_20220401.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.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
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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

14. BKRBREFM AT L
SRR AL H o A7 A (Laboratory Information System; LIS) X WL T R ED VAT AL
HEL, BEOEABHROIOE O 72D, BEF LT LREKROBHEZZITLEEZBND,
LIS R A2 DB & LT, 1SO151892 73 ¥ | LIS IZBd§ 2 ERFHAZ I TV D,
WAV T VAT MIEET LRI ONTIX, 6 ZREHTA RT7A4 | 2B,

& RN D38
No | FEHFA B |45
1 12013/07/01  |JRBRICH T 2 ERARMRA S O EE B 2 BARE 271250 T (FFEH

#&) £%
5 DR
No |BHEH B | %o |£4Fk
2 (2022/12 ISO ISO15189:2022 Medical laboratories -- Requirements for quality and
competence X
BE{RERL 5 DFEH Y
No |HEHAH | 5HC 4 R
3 |2007/11/01 | HEL;, BRI T — & OFE BRI T 2 A X R
2% RPSEN
4 |2012/01/10 | HU3EL; ERIRRBR T — % OB FIEUSICET D 0 A ¥ A
B X HEREN
5 12023/6/1 HAHIR e ISO 15189:2022 (%5 4 fifl)
B R A =8 — W L BRI B3 % Bk
A%
6 [2023/11/1  |(WhHAARBEEERERS |[RBEDOEME] IT OV TOREH—EIKRAE—
JAB RM300:2023 % 10 hiil £X
ZTOMDSEEN
No |HEHAH | 5HC 4 R
7 |2011 VAR YT A [SO15189 THEKRIMRAEE % FHAHEET 5 £X

23



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
https://webdesk.jsa.or.jp/books/W11M0090/index/?bunsyo_id=ISO+15189%3A2022&utm_source=prtimes&utm_medium=referral&utm_campaign=syuppan_20230623a
https://www.jab.or.jp/files/items/common/File/RM3002023V10.pdf
https://www.sysmex.co.jp/products_solutions/library/journal/vol12_no3/bfvlfm000000cufl-att/2011_Vol12_3_05.pdf
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https://public4.pagefreezer.com/content/FDA/08-02-2022T03:01/https:/www.fda.gov/media/136238/download
https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/guidanceclinicaltrials_covid19_en.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/monitoring_02.html
http://efpia.jp/link/201504Effective_R-SDV_Implementation_Requirements_J.pdf
https://www.jcroa.or.jp/customers/document/remote_access_monitoring_202204.pdf
https://www.mhlw.go.jp/file/06-Seisakujouhou-10800000-Iseikyoku/120403_3.pdf
http://www.moni2.org/moni2/syoko/RSDV_SOP_20121201.doc
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https://www.pmda.go.jp/files/000251908.pdf
https://www.pmda.go.jp/files/000248031.pdf
https://www.pmda.go.jp/files/000249023.pdf
https://www.jpma.or.jp/information/evaluation/results/allotment/xml_3.html
https://www.jpma.or.jp/information/evaluation/results/allotment/xml_4.html
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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
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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/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_202305_2022TF1_1_AI_DM.html
https://www.jpma.or.jp/information/evaluation/results/allotment/what_is_ai.html
https://www.jpma.or.jp/information/evaluation/results/allotment/block_chain.html
https://www.jpma.or.jp/information/evaluation/results/allotment/use-ai.html
https://www.jpma.or.jp/information/evaluation/results/allotment/use-ai.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/electric.html
https://www.jpma.or.jp/information/evaluation/results/allotment/tiken_document.html
https://www.jpma.or.jp/information/evaluation/results/allotment/translation_edc.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
https://www.jpma.or.jp/information/evaluation/results/allotment/human_resource.html
https://www.jpma.or.jp/information/evaluation/results/allotment/fdas_rwep.html
https://www.jpma.or.jp/information/evaluation/results/allotment/real_world_data.html
https://www.jpma.or.jp/information/evaluation/results/allotment/rwd_qualityl.html
https://www.jpma.or.jp/information/evaluation/results/allotment/rwd.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
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o  HMIBREZOFIREL ATV MAERTIS ADaM T—9DFEH] (2019 F 12 A)

o CDISC-EFF—HRHEBEXE VY& (E3HR) (2017F 2 H)

o CDISC-EFF—HRHEBERE UY-X&E (B24iR) (2016 F 4 H)

o CDISC-EFF—HRHEEEXE UY-R&E (2015F 7 AH)
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e  Regulatory Information Management System (RIMS) BADF5IE (2018 F 2 A)
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e FDA/PMDA Validation Rules &5 9317 (2016 £ 12 A)

e ICH M2 #h&5 (PDF/A XU DOCX) [c2W\WT (2016 2 A)

e CTDS (Clinical Trial Data Sharing) (CBIEI2iRHIEENEER (2020 F 4 A)
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https://www.jpma.or.jp/information/evaluation/results/allotment/xml.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/index.html#/
https://www.jpma.or.jp/information/evaluation/results/allotment/medical_attached_manual.html
https://www.jpma.or.jp/information/evaluation/results/allotment/guide_for_providing_information_202105.html
https://www.jpma.or.jp/information/evaluation/results/allotment/xml_guidance.html
https://www.jpma.or.jp/information/evaluation/results/allotment/xml_guidance.html
https://www.jpma.or.jp/information/evaluation/results/allotment/manual.html
https://www.jpma.or.jp/information/evaluation/results/allotment/cdisc_electronic-data.html
https://www.jpma.or.jp/information/evaluation/results/allotment/sdtm2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/adam_data.html
https://www.jpma.or.jp/information/evaluation/results/allotment/cdisc_3.html
https://www.jpma.or.jp/information/evaluation/results/allotment/cdisc_2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/cdisc.html
https://www.jpma.or.jp/information/evaluation/results/allotment/cdash.html
https://www.jpma.or.jp/information/evaluation/results/allotment/rims2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/rims.html
https://www.jpma.or.jp/information/evaluation/results/allotment/fda_pmda.html
https://www.jpma.or.jp/information/evaluation/results/allotment/ich_m2.html
https://www.jpma.or.jp/information/evaluation/results/allotment/ctds_points_to_remember.html
https://www.jpma.or.jp/information/evaluation/results/allotment/current_status_and_issues_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/current_status_and_issues_202204.html
https://www.jpma.or.jp/information/evaluation/results/allotment/CL_202306_TF1.html
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https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202306_DM-evol_FHIR.html
https://www.jpma.or.jp/information/evaluation/results/allotment/DS_202306_DM-evol_FHIR.html
https://www.jpma.or.jp/information/evaluation/results/allotment/EI_202307_eConsent.html
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