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•	Processus et procédures dédiées à la data integrity (de plus en plus de labo s'y mettent et développent une SOP au niveau des opérations cliniques)
•	S'assurer que dès lors qu'une migration ou un transfert de données est prévu, les spécifications incluent les données mais aussi les métadonnées
•	Reco que le sponsor avant de participer aux UAT, connaisse la stratégie de validation du prestataire pour adapter ses propres UAT
•	Les protocoles de transfert doivent être validés "at the clinical trial start" (discussions sur l'acceptabilité que ce soit fait plus tard mais à justifier sur la base d'une analyse de risques)
•	Anticiper avec les prestataires EDC les modalités de validation des données par l'investigateur. Certains systèmes sont limités et ne permettent que de signer tout en batch.

•	Retour inspections :
o	Demande de la liste des SI utilisés pour une étude (cette liste par étude et classe dans le TMF)
o	sFTP jugé comme pas assez sécurisé par le MHRA (passer par l'eTMF ?)
o	les preuves de revue des audits trails sont demandées (fréquence de revue à définir sur la base d'une analyse de risques)
o	inspection PV : les inspecteurs ont demandé à ce que le Promoteur revoit les tests du Disaster recovery plan et documente s'il accepte la conclusion
o	formation BPC demandée pour les services provider des SI utilisés lors des études
Version 0.1, dated…
Cette trame doit être utilisée pour tous les rapports d'audit de systèmes ou de vendor pour les aspects :
- Organisation de la structure auditée
- qualification et formation du personnel
- système qualité
- sécurité physique et logique. 
Elle est complétée par d'autres CL opérationnelles qui ne traitent pas des points ci-dessus.
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The Auditor(s) wishes/wish to thank all those who participated in the audit.
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List of abbreviations

CRA	Clinical Research Associate
CRO	Contract Research Organization
CRF	Case Report Form
CV	Curriculum Vitae
DSMB	Data Safety Monitoring Board
eCRF	Electronic Case Report Form
eTMF	Electronic Trial Master File
GCP	Good Clinical Practice
IT	Information Technology
SAP	Statistical Analysis Plan
SOP	Standard Operating Procedure
TMF	Trial Master File



[bookmark: _Toc106020265]Executive summary
Reprendre ce qu'il y a dans le devis pour le contexte (ex. As part of its activities in clinical research, XX laboratories is the sponsor of the clinical trials…) et introduire la delegation de l'audit à Sunnikan

[bookmark: _Toc74458962]The audit took place in LABO Pharma/vendor facilities on … and was performed by... as per the audit agenda previously sent to LABO Pharma/vendor.
The aim of this audit was to assess …

	Overall, it may be noted that … (points positifs)


However, the audit highlighted x findings distributed as follows: x critical findings - x major findings – x minor findings – x comments.

The main findings are the following:

/Main improvement suggestions include:







[bookmark: _Hlk505851697]Note: The audit results reflect a non-exhaustive review of activities falling in the scope of the audit, based on the documentation provided to the Auditor and on interviews conducted during the audit.
/The improvement suggestions included in this report are only advices. They are not based on a prior assessment of costs / timelines / quality objectives of the Sponsor and/or CRO. They do not represent by themselves the appropriate actions plan and should be considered within the global context.


[bookmark: _Toc106020266]Audit Plan
[bookmark: _Toc106020267]Audit Methodology
	Audit objectives
	

	Audit dates
	

	Audit location
	

	Audit team
	

	Main audit standards
	· 

	Audit scope
	· 

	Interviews, tour of facilities and documentation review were performed during the audit.


[bookmark: _Toc526426674][bookmark: _Toc106020268]Audit attendees
	In alphabetical order
	Opening meeting
	Interview
	Closure meeting

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


[bookmark: _Toc106020269]Findings grading
In this report, the findings are classified as critical, major or minor according to the Procedure for reporting of GCP inspections requested by the Committee for Medicinal Products for Human Use (CHMP), 28 March 2017:

	"APPENDIX 5 – Grading of inspection findings
Critical
Conditions, practices or processes that adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Critical observations are considered totally unacceptable.
Possible consequences: rejection of data and/or legal action required
Remark: Observations classified as critical may include a pattern of deviations classified as major, bad quality of the data and/or absence of source documents. Manipulation and intentional misrepresentation of data belong to this group.

Major
Conditions, practices or processes that might adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Major observations are serious deficiencies and are direct violations of GCP principles.
Possible consequences: data may be rejected and/or legal action required
Remark: Observations classified as major, may include a pattern of deviations and/or numerous minor observations.

Minor
Conditions, practices or processes that would not be expected to adversely affect the rights, safety or well-being of the subjects and/or the quality and integrity of data.
Possible consequences: Observations classified as minor, indicate the need for improvement of conditions, practices and processes.
Remark: Many minor observations might indicate a bad quality and the sum might be equal to a major finding with its consequences.

Comments
The observations might lead to suggestions on how to improve quality or reduce the potential for a deviation to occur in the future."





[bookmark: _Hlt470424325][bookmark: _Toc348438911][bookmark: _Toc26864461][bookmark: _Toc27455432][bookmark: _Toc27534952][bookmark: _Toc28061668][bookmark: _Toc28062569][bookmark: _Toc28062931][bookmark: _Toc28399544]

[bookmark: _Toc106020270]Audit report

	Finding # Grade

	Blablabla

Main audit standards

	Improvement Suggestions

	



[bookmark: _Toc106020271]Relationship between xxx and LABO PHARMA
☐ The vendor is working for LABO Pharma since…
☐ This is the first collaboration between LABO Pharma and xxx.
☐ The vendor was audited on behalf of LABO Pharma in …. / has never been audited previously.
☐ The Services provided are…
☐ Since the last audit / Since the start of the project, there was a major change (acquisition/ merge…) with impact on staff, location, procedures, …
Pour les audits en cours de prestations : 
· lister les taches déléguées à la CRO 
· vérifier qu'il y a une documentation écrite et détaillée de cette délégation

[bookmark: _Toc106020272]Organisation and operational resources
[bookmark: _Toc106020273]Organizational structure
Si audit système d'un client, supprimer les questions sur le Vendor
☐ Vendor was set up in… and is located in…
☐ Its main activities are…
☐ The "business volume" is …
☐ The number of persons working for Vendor / in the department is…
☐ The staff turnover rate is (past three years)

☐ The Vendor/department organization is described in an organizational chart dated … and approved by the management (signature en dur, e-signature, autre ?)
☐ The organizational chart is consistent with information shared during the interviews, and with HR documentation reviewed during the audit.
[bookmark: _Toc106020274]Job Descriptions
☐ Roles and responsibilities of each function are addressed in a Job Description.
☐ Job descriptions are completed by a responsibility matrix (RASCI).
Décrire le système : Job descriptions génériques avec version et date, ou Job description sur mesure pour chaque nouvel employé
☐ Each employee endorses his/her responsibilities by signing the Job Description / ou autre moyen
☐ After a revision of a Job Description, employees receive the new version and sign it / ou autre moyen
☐ The superseded job descriptions are kept by… to have a proper history for each employee.
☐ Job Descriptions reviewed during the audit were consistent with the organizational chart and were dated and signed by the employee.
[bookmark: _Toc106020275]Curriculum Vitae
☐ There are recent, dated and signed CVs for the whole staff reviewed during the audit.
☐ The skills are consistent with the Job Descriptions requirements.
☐ The staff is selected with qualifications:
[bookmark: _Toc106020276]Staff Training
Training process
☐ Staff training is addressed in a procedure
☐ This procedure describes the appropriate training process steps for induction training of a new employee, as well as for continuous training:
· ☐ assessment of the training needs (how)
· ☐ training planning
· ☐ training sessions performance
· ☐ training documentation
· ☐ assessment of the training efficacy.
☐ There is a periodic (e.g. annual) Training Plan. 
· Noter quels plans ont été vus.
☐ Training sessions efficacy is assessed using…
[bookmark: _Toc524609296]Scope of trainings
☐ Trainings are done on:
· SOPs
· regulatory requirements (a minima ceux de l'agenda)
· operational tools (eCRF, eTMF, CTMS...)
· specific training (e.g. CDISC standards)
· pathologies and trials specific requirements. 

Documentation
☐ For each employee, training is documented in the personnel file / in a database / in the CV.
☐ Training documentation (agenda, attendance list, training materials…) is also filed and maintained by …
☐ Staff is appropriately trained.

The personal records were checked for the following persons:

	Name
Position
	Job Description
	CV
	Training and Qualification

	
	
	
	


[bookmark: _Toc106020277]Staff empowerment
☐ For the following functions…, staff is empowered as per the following process…
[bookmark: _Toc106020278]Staff continuity
☐ There is enough staff for continuity, e.g. during holidays.
☐ Backup functions are systematically identified.
☐ A handover process exists for each key function (i.e. Project Manager, CRA, Data Manager, Biostatistician, …) and is as follows…
[bookmark: _Toc106020279]Quality Management System
[bookmark: _Toc106020280]Management Involvement
☐ The Management is involved in the Quality Management System.
☐ There is internal communication on quality.
[bookmark: _Toc106020281]Quality Policy
☐ The Quality Management System is based on the "_" standard.
☐ A quality policy is defined in the "_" document and communicated and explained to the staff.
☐ The Contract Research Organization is certified for the "_" standard.
[bookmark: _Toc106020282]Quality objectives
☐ Quality objectives and quality indicators are defined according to the Quality Policy.
☐ The client's satisfaction is measured by…
[bookmark: _Toc106020283]Management reviews
☐ The Quality Management System includes management reviews.
☐ Management reviews are performed every …according to the "_" procedure.
[bookmark: _Toc106020284]Quality Manager
☐ A Quality Manager: _, manages (☐ part time/ ☐ full time) the Quality System.
☐ Quality management is assumed by the Head _.
☐ The Quality Manager position is described by the "_" Job Description.
[bookmark: _Toc106020285]Risk assessment
À basculer en gestion de projet si besoin
☐ Risk management is taken into account in the Quality Management System.
☐ Risk management is also taken into account for the clinical trial:
· ☐ identification of critical process and data 
· ☐ identification of main risks in connection with critical process and data
· ☐ brief description of the risk mitigation measures
· ☐ risks are identified on a continuous basis for risk-bearing activities throughout the design, conduct, evaluation and reporting of clinical trials
· ☐ the process starts at the time of protocol design so mitigation can be built into the protocol and other trial related documents (e.g. monitoring plan)
☐ There are risk management tools (paper based or built with the use of information technology) and the tools allow detection, identification, prediction, tracking, analysis with the generation of metrics. 
☐ Risk management is appropriately documented and integrated within existing quality systems.
☐ The Vendor cooperates with the Sponsor in the risk management process as follows:
· 
[bookmark: _Toc106020286]Documentation of the QMS
The documentation of the QMS is organized as follows:
· ☐ Quality Manual
· ☐ The "_" document may be considered as a Quality Manual
· ☐ Policies
· ☐ Operating Standard Procedures (SOP)
· [bookmark: _Toc418874621]☐ Work Instructions
· ☐ Forms, templates
☐ There is a set of Standard Operating Procedures. A list of the applicable procedures is available, dated _.
☐ The lifecycle of the procedures is adequate.
☐ Operational procedures are adequately written, identified, approved, and distributed.
☐ Main processes are covered by operational procedures.
☐ Procedures are appropriately updated.
☐ Procedures are consistent with the applicable regulations.
☐ Training related to procedures is described in the "_" procedure.
☐ Staff is trained on the new procedures and the new versions of procedures.
☐ Specific procedures are written for projects. They are managed (approval, update, distribution…) according to the "_" document.
☐ There is a procedure on documentation management.
[bookmark: _Toc106020287]Continuous Improvement System
Quality Controls
☐ Quality controls are performed by _ on 
☐ Quality controls are documented.
☐ There are quality metrics.
Audits
☐ There is a procedure on "Audits".
· ☐ Auditors are independent.
· ☐ Auditors are adequately trained.
· ☐ System audits are planned.
· ☐ There is an Audit Plan.
☐ Audits are performed (internal or trial or sub-contractors) according to an annual program.
☐ The Vendor is audited by other clients:
Non-compliance Management
☐ Non-compliance or feedback information are collected, identified and analysed (system).
☐ Non-compliance identified by the Vendor are reported to the Sponsor as follows:
· ☐ all non-compliance / only critical and major non-compliance
if only critical and major non-compliance, how are handled the minor non-compliances ? Is there any trending / analysing of minor non-compliance ? (--> pattern of minor NC may/ should be considered as a major one/ signal to be considered).
· ☐ only if there is an impact on the clinical trial (if impact on the Vendor's systems, no Sponsor reporting)
· ☐ through the following process:
· ☐ within the following deadlines: 
☐ The process proposed by the Vendor allows the Sponsor to take adequate measures (root cause analysis, corrective and preventive actions).
Action plans
☐ Actions are taken and followed after the audit or non-conformities.
☐ Action plans include corrections and corrective and preventive actions for all findings and non-conformities / for critical and major findings and non-conformities. It does not include minor findings and non-conformities.
☐ Management of CAPAs includes:
· ☐ actions proposal by functions …
· ☐ validation of proposed actions by functions 
· ☐ follow-up of the actions plan by function to ensure the respect of deadlines and the realization of planned actions
· ☐ documented evidences of the actions are systematically requested and attached to the actions plan
· ☐ the closing of the actions plan takes place when all the actions are closed / when all critical and major actions are closed.
[bookmark: _Toc106020288]Regulatory Compliance System
[bookmark: _Toc106020289]Regulatory Intelligence
How is the CRO aware of the local regulations?
☐ The applicable requirements and recommendations for the process are documented, known / spread.
☐ A regulatory intelligence system exists which guarantees the update of the regulatory documentation and an impact analysis on QMS and on ongoing studies.
☐ For the xxx trial: 
· In which document are identified the SOPs applicable to the trial?
· Which process is followed in case of SOP update? Is an impact analysis performed before implementation of the SOP in the trial?
· Is the process described in the QMS?
[bookmark: _Toc106020290]Personal Data Protection
Outside clinical trials specifications
☐ The Vendor / LABO has appointed a Data Protection Officer (DPO) : name
☐ The DPO has been communicated to the Supervisory Authority and is mentioned in the organizational chart.
☐ DPO's job description clearly identifies its missions and responsibilities.
☐ DPO is appropriately trained.
☐ the DPO issues a periodic activity report (CNIL, Modèle de rapport d'activité du délégué / de la déléguée à la protection des données proposé par la CNIL, 27 avril 2026) such report is not mandatory
☐ Internal DPO has no conflict of interest with any other task fulfilled within the company.
☐ The Vendor / LABO maintains a record of processing activities including:
· ☐ processing activities outside clinical trials
· ☐ processing activities for clinical trials
· ☐ processing activities for CTIS
For a specific clinical trial
☐ Data Controller (Responsable du Traitement) is located in the European Union.
☐ Data Controller is not located in the European Union, but has appointed a representative [Name of the representative] in the European Union, located in …
Therefore, the following regulation is applicable:
· ☐ GDPR
· ☐ LIL4 (Loi Informatique et Libertés version 4)
· ☐ MR-00X

	"(80) Lorsqu'un responsable du traitement ou un sous-traitant qui n'est pas établi dans l'Union traite des données à caractère personnel de personnes concernées qui se trouvent dans l'Union et que ses activités de traitement sont liées à l'offre de biens ou de services à ces personnes dans l'Union, qu'un paiement leur soit demandé ou non, ou au suivi de leur comportement, dans la mesure où celui-ci a lieu au sein de l'Union, il convient que le responsable du traitement ou le sous-traitant désigne un représentant" (Règlement Européen 2016/679 relatif à la protection des personnes physiques à l'égard du traitement des données à caractère personnel et à la libre circulation de ces données, Version au 25 mai 2016)


☐ The Vendor / LABO has signed a compliance statement regarding the Benchmark Methodology MR00X, dated……………….., and can proof its commitments through:
· ☐ a security and confidentiality policy, made available for the whole staff (how, which evidences)
· ☐ technical and organizational measures to ensure data confidentiality and security (name the documents accurately): 
· ☐ procedures related to data protection, including:
· ☐ assessment of subcontractors regarding data protection elements
· ☐ management of data breaches
· ☐ assessment of clinical trial's compliance with the corresponding MR prior the start of the trial (name the available documents, such as CL) and steps nearby Authorities if applicable
· ☐ definition of data flows for each clinical trial
· ☐ secure transmission of information towards other partners (subcontractors, investigational sites…)
· ☐ collaboration with data controller in data impact analysis
· ☐ data transfers outside EU
[bookmark: _Hlk187685744]Point of attention: in case of collection of data directly from the patient (ePRO, eConsent, patient reimbursement), the data flow should be verified and access restriction to patient identifying data considered with caution (see MR requirements among other).	Comment by David MARCEREUIL: Added on 13-Jan-2025
To be adapted/ vaildated with supportive requirements.
[bookmark: _Toc432584668][bookmark: _Toc106020291]Control of Contracted-out Activities
 Main subcontractors:
· <Activity> delegated to…
· <Activity> delegated to…
 There is a list of qualified subcontractors.
 There is a procedure addressing Subcontractors management:
· ☐ process for selection / qualification of subcontractors with different levels depending on the subcontractor's criticality
· ☐ process for qualification's maintaining
· ☐ process for supervision of subcontracted activities (GCP §5.2.2)
· ☐ process in case of non-conformity regarding a subcontractor.
 Confidentiality agreements have been signed with the subcontractors prior communication of information.
 Subcontractors have been assessed prior the beginning of the subcontracted activity (e.g.: CRO qualification audits).
· ☐ documented evidences of the selection and the control processes are available
· ☐ these evidences are consistent with the audit procedures and the audit program.
 A list of requirements and a contract are present for all the subcontractors in the TMF (vérifier s'il y a eu une mise à jour/addendum avec RGPD/ MR 2026).
 The distribution of tasks and responsibilities is documented (contract or equivalent).
 Contracts with exceeded dates have been amended.
 There is a process to manage subcontractors related non-conformities.

Warning for e-solution Providers:
	"On the basis of recent GCP inspection findings, inspectors would like to reiterate that sponsors should contractually ensure:
· That all tasks relating to a clinical trial and/or tasks relating to the qualification and validation of a system are clearly described, including which party holds documentation for which activities.
· That sponsor pre-qualification audits or other on-site pre-qualification activities and later audits of the IT vendor can take place. It should also be ensured that these audits and/or other on-site pre-qualification activities are performed with a sufficient amount of time and that sufficiently in-depth review of the vendor qualification documentation is performed in order to establish the qualification and validation status of a system.
· That GCP inspections can take place at the vendor in case the vendor is performing services for the sponsor, when the sponsor has relied fully or partly on the vendor to perform the qualification activities and when it was established during the inspection of the sponsor that part of the documentation can only be verified by inspection of the vendor.
· That any qualification documentation prepared by the vendor in relation to the system should be available for inspection.
· That the sponsor has access to the vendor’s system requirement specifications, if the sponsor chose to perform all qualification activities themselves and/or if the vendor does not agree to undertake qualification activities for the sponsor. In case the sponsor retains the full duty/function for the qualification and validation of the software, the sponsor should possess all the necessary information and documentation upfront to be able to carry out this task.
· That the vendor should escalate any potential serious breaches to the sponsor in a timely manner, including security breaches that they become aware of (e.g. by notification from other sponsors using the same system), if they could have any impact on the data integrity, reliability and robustness and on the safety and rights of the trial subjects."
EMA GCP Q&A #8
"It is not acceptable to use computerised systems in clinical trials for which the validation status is not confirmed or for which appropriate documentation on system validation cannot be made available to GCP inspectors.
If appropriate contracts cannot be put in place, e.g. because a vendor does not allow provision of adequate measures as listed above (access to system requirements specifications, prequalification audits, access for GCP inspectors, etc.) and set out in Q&A # 8, systems from such a vendor shall not be used in clinical trials."
Notice to sponsors on validation and qualification of computerised systems used in clinical trials, EMA/INS/GCP/467532/2019, 07 April 2020



[bookmark: _Toc106020292]Operational processes
See operational audit checklist

[bookmark: _Toc49523105][bookmark: _Toc61001031][bookmark: _Toc106020293]Computerised systems validation 	Comment by Jeanne RENARD: Il manque la partie system failure (4.3.6 de R3), technical support (4.3.7) et user management (4.3.8)
(voir A_CSV_CL_En dispo sur intranet)

☐ CSV is based on GAMP5 / Agile (scrum) 
☐ CSV approach (and SOP); Validation Policy / Validation master Plan ?
☐ There is a list of computerised systems: 
· version / date:
· maintained by : 
Describe process:
· ☐ Sub-contracted (e.g.: eCRF, IWRS):
· Validation Plan
· Risk Analysis
· Validation Report
· Release (authorisation) / Go-live
· Go live validated by Sponsor
· ☐ In-house (e.g.: SAS) CSV documentation
· URS
· FS
· Risk analysis
· Validation Plan
· QI, QO, QP : Validation (tests protocol / tests execution) / UAT
· Validation Report
· Release (authorisation) / Go-live
Consider:
· change control process,
· validation of interface between systems,
· regression test – if pertinent following the impact analysis – for preservation of system fonctionnalities
· preservation of data integrity (for migration of data from one version to another),
☐ There is a periodic review of systems validation state : …… 
	System
	Version
	Validation state
	Last review
	Next review

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Documentation review:
	
	
	
	

	URS
	☐
	☐
	☐

	FS
	☐
	☐
	☐

	Risk analysis
	☐
	☐
	☐

	Validation Plan
	☐
	☐
	☐

	QI: Validation (tests protocol / tests execution) / UAT
	☐
	☐
	☐

	QO, QP: Validation (tests protocol / tests execution) / UAT
	☐
	☐
	☐

	· Traceability Matrix
	☐
	☐
	☐

	Validation Report
	☐
	☐
	☐

	Release (authorisation)
	☐
	☐
	☐

	Go-live
	☐
	☐
	☐




[bookmark: _Toc106020294]Security and business continuity
☐ There are procedures on security
☐ The procedures cover the following topics:
· ☐ physical security
·  logical security
·  security incidents management
·  backup and recovery
·  archiving
·  activity continuity.
[bookmark: _Toc106020295]Physical security 
☐ The facilities are adequate, well organized, and allow confidentiality.
☐ Access to the buildings is under control and secured with:
· access restriction using a digicode, a badge … and staff leaving the company cannot access the facilities
· environmental risks management
· fire extinguishers
· smoke and intrusion detectors
· central alarm connected to a telesurveillance company (on-site intervention if required)
☐ The server room is secured with:
· access restriction
· air conditioning system and temperature control
· UPS
· smoke detectors and fire extinguishers
· no water pipes
[bookmark: _Toc106020296][bookmark: _Toc367108324][bookmark: _Toc514358609]Logical security
☐ Database hosting: For which data?
☐ Service Level Agreement / hosting agreement in place
☐ Database hosting specificities (security, backup…) are appropriate.
Véerifier si datacenter n'est pas hors EU (par rapport à MR-001)

☐ Relevant logical security measures are implemented, including:
· users cannot administrate their PC
· password protection with defined rules to change it regularly
· automatic standby
· firewall
· antivirus
· user access management
[bookmark: _Toc367108325][bookmark: _Toc514358610][bookmark: _Toc106020297]Business Continuity Plan
☐ Data backup system for the company / in the data center:
à décrire
	Standard: "Backups should be stored in separate physical locations and logical networks and not behind the same firewall as the original data to avoid simultaneous destruction or alteration." (EMA guideline on computerised system and electronic data in clinical trials, March 2023)



☐ Backup strategy is based on a risk analysis, documented in … and periodically reviewed.
☐ Backup covers:
· ☐ business data (administratives , contractuelles…)
· ☐ process data (i.e. des activités gérées par la société)
·  audit trail
·  connections log
·  other (préciser)
☐ Backups are done on [media] as follows:
· Daily (incremental or full)
· Weekly (incremental or full)
· Monthly (incremental or full)
☐ In case of use of a data center, what is provided to the company to ensure that the backups are efficient?
☐ Data restoration exercises
· Test protocol and scenarii are defined 
· Tests are done as expected (dernier test à voir)
	"There should be procedures in place for risk-based (e.g. in connection with major updates) restore tests from the backup of the complete database(s) and configurations and the performed restore tests should be documented." (EMA guideline on computerised system and electronic data in clinical trials, March 2023)



☐ Backup frequency, storage conditions and execution and documentation of backup and restoration periodic tests allow to guarantee a suitable level of reliability of the implemented process.

☐ Penetration tests are conducted on the IT infrastructure

· Plan de Reprise Informatique
· Que se passe-t-il en cas de gros crash, quelles garanties pour le sponsor ?
· Business continuity plan – Disaster recovery plan
· Tests ?

En conclusion : pouvoir répondre à la question :
- en combien de temps peuvent-ils reprendre l'activité?
- combien de données/heures peuvent être perdues ?
[bookmark: _Toc106020298][bookmark: _Toc531878038]
Version history of the audit report
	Version
	Date
	Comments

	V0.1
	
	Livraison de la version préliminaire pour relecture du commanditaire de l'audit
Delivery of the draft version for review by the audit Sponsor

	V1.0
	
	Delivery of the signed version after receipt of the audit Sponsor's comments on ….
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