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Data IntegritylCBEETE3H14VA

- MHRA GMP Data Inteqrity Definitions and Guidance for Industry March
2015

« FDA: Data Inteqgrity and Compliance With cGMP- Guidance for Industry
(Draft April 2016)

« MHRA GxP Data Inteqrity Definitions and Guidance for Industry (Draft
version for consultation July 2016)

* WHO Annex 5-Guidance on good data and record management
practices (draft July 2016)

-« EMA Data Integrity Guidance (Aug 2016)

» PIC/S Good Practices for Data Management and Inteqgrity in Requlated
GMP/GDP Environments (draft Aug 2016)
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https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/412735/Data_integrity_definitions_and_guidance_v2.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/412735/Data_integrity_definitions_and_guidance_v2.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/412735/Data_integrity_definitions_and_guidance_v2.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/412735/Data_integrity_definitions_and_guidance_v2.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/412735/Data_integrity_definitions_and_guidance_v2.pdf
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm495891.pdf
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm495891.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/538871/MHRA_GxP_data_integrity_consultation.pdf
https://www.gov.uk/government/uploads/system/uploads/attachment_data/file/538871/MHRA_GxP_data_integrity_consultation.pdf
http://www.who.int/medicines/publications/pharmprep/WHO_TRS_996_annex05.pdf
http://www.who.int/medicines/publications/pharmprep/WHO_TRS_996_annex05.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/q_and_a/q_and_a_detail_000027.jsp&mid=WC0b01ac05800296ca#section16
https://www.picscheme.org/useruploads/documents/PI_041_1_Draft_2_Guidance_on_Data_Integrity_2.pdf
https://www.picscheme.org/useruploads/documents/PI_041_1_Draft_2_Guidance_on_Data_Integrity_2.pdf
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Data Integrity: WHY NOW?
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Data Integrity: WHY NOW?

FDA WARNING LETTERS 2015 FDA WARNING LETTERS 2016

With DI
deficiencies:
42.5%

Without DI
deficiencies:
35%0

Without DI
deficiencies:
57.5%0

With DI
deficiencies:
65%0

* Source: FDA presentation for Society of Quality Assurance Annual Meeting, 30-Mar-2017
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FDA 483 Observations
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BMS Data Integrity: Assessment

Site Assessment
— HEMRCHITET—REIATLOER A OB E &1
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BMS Data Integrity: Assessment
- Site Assessment
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BMS Data Integrity: Assessment

- Screening & System Assessment
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BMS Data Integrity: Assessment
- Screening & System Assessment
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BMS Data Integrity: Assessment

Creation of Bulk product Packaging Packaging
(primary) (Secondary)

QC (release)

Settings B Data

Examples of serious errors:
 Wrong-expiry date
* Wrong sealing

* Wrong rejection parameters

¢ Wrong reporting of automation challenge result
e Alarms not reported

Settings
(analytical methods)
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BMS Data Integrity: Assessment
- Screening
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BMS Data Integrity: Assessment
- System Assessment
- F—SE RS 8 T

- BRF(CHIBT TR RO 5
- T—RI(CRE T 3 E B R 2 E i a9 81w B UHE A m b o514
- 1B OEM=IETE(R (Bffim: 63, EA®: 18)
o« ARL=T4 VT IATLIT74)
o A—HY—=7HIY R UHER
o BERIEHN
o« NYOPYTIIARNPIP—HAT
« TRRF/IFEE)
e T—RAA
« NUH—
¢« QCT—4
SR NSA =]
e NT—3aY

- EENGREROEKEICRITS

::Lj Bristol-Myers Squibb 21



BMS Data Integrity: Assessment
- Data Process Mapping
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BMS Data Integrity: Assessment

- Data Process Mapping
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BMS Data Integrity: Next Step
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