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30 [2012/12 ISPE GAMP Good Practice Guide: A Risk based Approach to Testing of GxP
Systems 2nd Edition
GAMP FEEHGEH AT A K : VR RXR—=AT T a—FIZLDH GxP v AT
ADT AN H2 ATk BEX R
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 [2017/03 ISPE GAMP Guide: Records and Data Integrity



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
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
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AFL%  BX BRI
34 |2017/08 ISPE GAMP Good Practice Guide: IT Infrastructure Control and Compliance 2nd
Edition AFk  EX
35 2017/12 ISPE GAMP Good Practice Guide: Computerized GCP Systems & Data
AFE  EX
36 |2018/10 ISPE GAMP Good Practice Guide:Data Integrity — Key Concept AFk  EX
37 2019/05 ISPE GAMP Good Practice Guide: Data Integrity — Manufacturing records
AFE  EX
38 {2020/10 ISPE GAMP Good Practice Guide: Data Integrity by Design AFFk B
39 [2018/02 JISQA  |QAFEHT XA (F)
(P& HEEEEIOEEEORENE, a v a—F ik
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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) (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 %,

ER Dl
PP
N ARDFSLL
No | EHFEHAH [FEHT GEE) |4
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
374
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
374
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 12020/06 WHO 2020/06 Draft working document for Comments
Draft (GMP, GLP, GCP) | Guideline on Data Integrity X
2019/10 Draft for Comments
Guideline on Data Integrity £%
8 12021/09/20 |OECD Advisory Document of the Working Party on Good Laboratory
(GLP) Practice on GLP Data Integrity &3
2020/08/07 Draft
Draft Advisory Document of the Working Group on Good
Laboratory Practice on GLP Data Integrity £%
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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/regulatory-standards/trs966-annex05-who-record-management-practices.pdf?sfvrsn=62628adf_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.pdf
https://picscheme.org/users_uploads/news_news_documents/PI_041_1_Draft_3_Guidance_on_Data_Integrity.pdf
https://www.who.int/docs/default-source/medicines/norms-and-standards/current-projects/qas19-819-rev1-guideline-on-data-integrity.pdf
https://apps.who.int/iris/bitstream/handle/10665/330818/DI334-773-793-eng.pdf?sequence=1&isAllowed=y
https://www.oecd.org/officialdocuments/publicdisplaydocumentpdf/?cote=ENV-CBC-MONO(2021)26%20&doclanguage=en
http://www.oecd.org/env/ehs/testing/DRAFT_OECD_Advisory_Document_on_GLP_Data_Integrity_07_August_2020.pdf
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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
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1 |2014/03 770 R —EZARHDOTEODFEHREF 2V T 4RI A L NHTA RTA
(2013 FEEERR) G5 £X

2 (2014 JIS Q 27002:2014 (ISO/IEC 27002 : 2013), I —&F 2 U 7 ¢ Hiffr — 1
X a2 ) T 4 EEROEED - O ORI 2%

3 |2016 JISQ27017:2016 (ISO/IEC 27017:2015) . {H##Flii—tx = U 7 1 HIF—JISQ
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) () IS L CTIRESNEZEERLOZOERICHTIREEDEZ T 2%

B DRHF

No | JH4FEHA R | | AF

6 12013/09/25 |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 12022/05 OECD Draft OECD Advisory Document No.17. Supplement No. 1: GLP and
Cloud Computing £

BAFREE, S DFELEY

No | ZHFEH R |5 |4

9 ]2019/03 IPA HNMEEDTZ DD 7 T 0 R —E X 2RO F5| & £X
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No |EHEH R | FEHT E2Li)

10 [2016/01 AWS AWS L% GxP BE Y AT AR W THEAT 2O EE

HIH 2%

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

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/main_content/000566969.pdf
https://www.soumu.go.jp/main_content/000566970.pdf
https://www.oecd.org/env/ehs/testing/draft-advisory-doc-17-%20supplement-1-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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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_20220831.pdf
https://www.meti.go.jp/policy/mono_info_service/healthcare/teikyoujigyousyagl.html
https://www.mhlw.go.jp/content/000909511.pdf
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000027272.html
https://www.mhlw.go.jp/content/10808000/000936160.pdf
https://www.mhlw.go.jp/content/10808000/000923624.pdf
https://www.mhlw.go.jp/stf/shingi/0000516275_00002.html
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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
http://www.fujimicro.co.jp/enter/product/medguide.html
https://www.nri-secure.co.jp/blog/new-guidelines-in-medical-security

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/gcp/0002.html
https://www.pmda.go.jp/review-services/inspections/gcp/0002.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://ecompliance.co.jp/ERES/Seminar/eres10.html

8. Electronic Patient-Reported Outcome (ePRO)
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3 2009/12 FDA Guidance for Industry Patient-Reported Outcome Measures: Use in Medical

Product Development to Support Labeling Claims. £
4 12013/09 FDA Guidance for Industry Electronic Source Data in Clinical Investigations
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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_r2.1.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://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://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/guidelines/regulatory-standards/trs966-annex05-who-record-management-practices.pdf?sfvrsn=62628adf_2&download=true
https://scrip.pharmaintelligence.informa.com/-/media/supporting-documents/pink-sheet/2018/09/who_3.pdf
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https://www.pmda.go.jp/files/000161910.pdf
https://www.iso.org/standard/56115.html
https://www.jpma.or.jp/basis/guide/clinical.html
https://www.jpma.or.jp/basis/guide/clinical_02.html
https://www.jab.or.jp/files/items/common/File/RM3002022V8.pdf
https://www.sysmex.co.jp/products_solutions/library/journal/vol12_no3/bfvlfm000000cufl-att/2011_Vol12_3_05.pdf
https://www.sysmex.co.jp/products_solutions/library/journal/vol17_no1/bfvlfm000000cnfn-att/Vol17_1_06.pdf
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/fda-guidance-conduct-clinical-trials-medical-products-during-covid-19-public-health-emergency
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
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https://www.jpma.or.jp/information/evaluation/results/allotment/xml_3.html
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