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Computerized System Validation 
Audit Agenda
for LABO
Dated ….
	Audit requested by
	

	Audit purpose
	Assess the appropriateness of the validation of the Computerized System X

	Audit date
	

	Auditor
Audit team
	, Sunnikan Consulting, Lead Auditor (LA)
, Sunnikan Consulting, Auditor (A) 

	Audit location
	

	Main audited processes
	Biometry Department organization
Staff qualification and training in relation with CSV
Documentation related to Computerized System Validation
Computerized system validation operations
IT security, continuity

	Main audit standards
	French public health code
ICH E6(R2) Guideline for good clinical practice, EMA/CHMP/ICH/135/1995
Directive 2001/20/EC
European Regulation n° 536/2014 on clinical trials on medicinal products for human use
EU Regulation 2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation)
French data protection law (Loi n° 78-17 du 6 Janvier 1978 relative à l'informatique, aux fichiers et aux libertés modifiée)
GAMP 5, "A Risk-Based Approach to Compliant GxP Computerized Systems", ISPE, 2022
GAMP "A risk-based approach to testing of GxP systems", second edition, 2012
GAMP 5 A Risk-Based Approach to Operation of GxP Computerized Systems, ISPE, January 2010
Guideline on computerised systems and electronic data in clinical trials (EMA/INS/GCP/112288/2023), EMA, 9 March 2023
PIC/S PI 011-3 - "Good Practices For Computerised Systems In Regulated "GXP" Environments", September 2007
21 CFR Part 11 and related guidances
Applicable procedures of LABO PHARMA, if any
Contract / Specification between LABO PHARMA and xxx.

	Persons to meet
	Staff involved in the audited processes and particularly:
Quality Manager or delegate
Validation Project Leader
IT Manager or delegate
Person involved in data protection

	Documents to be reviewed
	Organizational chart(s)
Documentation related to staff qualification and training (CV, training records, etc.)
Documents related to Quality system (quality manual, procedures, records, etc.)
Procedures related to Computerized System Validation
Support Procedures (IT security, back-up and restoration…)
Computerized System Validation File

	Agenda [1 day]
	09h00 - 09h30	Opening meeting, presentation of the company
09h30 - 09h45	Visit of facilities
09h45 - 11h30	Staff qualification, Quality Assurance Procedures
11h30 – 12h30	Support procedures
12h30 - 13h30	Lunch
13h30 - 15h00	Validation Procedures
15h00 – 17h00	Validation File
17h00 – 17h30	Preparation of the closing meeting
17h30 – 18h00	Closure meeting

The agenda is flexible and could be discussed during the opening meeting to be adapted to attendees' availabilities.
The agenda could also be revised by the Auditor during the audit as necessary, depending on the progress of the audit.


	Agenda [2 days]
	Day 1
09h00 - 09h30	Opening meeting, company presentation
09h30 - 10h00	Presentation of the organization
10h00 – 11h00	Visit of the facilities
11h00 - 13h00	Staff qualification, Quality Assurance Procedures
13h00 - 14h00	Lunch
14h00 – 15h00	Software presentation
15h00 - 16h00	Support Procedures (IT Security, continuity)
16h00 - 18h00	Validation Procedures
Day 2
09h00 - 12h30	Development Procedures (including change control)
12h30 - 13h30	Lunch
13h30 - 16h45	Management of Client' s implementation (including management of customer relationship and changes)
16h45 – 17h15	Preparation of the closure meeting
17h15 – 18h00	Closing meeting
The agenda is flexible and could be discussed during the opening meeting to be adapted to attendees' availabilities.
The agenda could also be revised by the Auditor during the audit as necessary, depending on the progress of the audit


If a Confidentiality Disclosure Agreement has to be signed by Sunnikan prior accessing to any documents/information, the CDA should be sent at least 5 working days prior to the audit, for review by Sunnikan legal before signature by Sunnikan authorized representative. 
Sunnikan auditors are not authorized to sign such a CDA.
_____
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