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A adapter en fonction de l'aspect qualification ou non de l'audit (étude déjà en cours ou pas)
[bookmark: _Toc106026248][bookmark: _Hlk28008458]Governance Committee
Pas d'obligation réglementaire mais une façon de voir comment la structure gère les projets
☐ A Governance Committee is implemented
☐ for the study
☐ for all client's projects (global oversight)
☐ the Governance Committee composition and functioning is addressed:
☐ in a quality document
☐ in a Governance Plan or equivalent, addressing… (specify)
☐ Regular meetings are organized (frequency?) and documented
Detail communication flows

	Observation n° Grade

	Blablabla

Main audit standards

	Suggestions

	



[bookmark: _Toc106026249]Project management
[bookmark: _Toc106026250][bookmark: _Hlk89267916]Regulatory Documentation
☐ The applicable requirements and recommendations for the process are documented, easily available, known by the concerned staff (training evidences).
☐ A system which guarantees the update of the regulatory documentation exists (regulatory Intelligence).
[bookmark: _Toc106026252]Human resources devoted to Project Management
☐ There is a controlled system to manage operational human resources (i.e.: staff workload assessment, update, availabilities, etc.) under the responsibility of [function].
☐ The staff workload/availability is revised with an appropriate frequency.
☐ There is a specific tool to manage human resources.
☐ The allocation of resource is based on the following criteria:
Maximum of x studies per PM / other?
Systematic allocation of administrative support for each project in addition to the Project Manager
Systematic allocation of a Project Director depending on the project size 
PM assigned depending on their therapeutic area knowledge or other criteria.
☐ Human resources allocated to the project are sufficient, adapted to the project conditions and trained on:
Regulatory requirements
Protocol
Pathology
IMP
Applicable procedures, instructions, templates use, etc.
☐ The Project Team is identified.
☐ Composition of the Project Team:


Check team members seniority
☐ The list identifying the Project Team is up to date and superseded versions are available.
☐ The study-related duties and functions are appropriately allocated.
☐ The Project Manager is the "pilot" of the study and the main point contact for the Sponsor.
☐ A back-up system exists to guarantee continuity of overall management of the study.
In case of planned vacations
In case of unplanned leave.
[bookmark: _Hlk11943919]☐ There is a documented handover process in case of Project Manager change (traceability of transferred activities, study training documentation, handover dates, …).
[bookmark: _Toc106026251]Procedures, instructions, forms, templates
☐ There is an up-to-date list of applicable procedures for the study.
☐ The procedures applicable for Project Management are:
International procedures of the Sponsor:

Local procedures of the Sponsor:

Procedures of the Clinical Research Organization:

☐ There are study-specific SOPs/templates/forms designed for each project and available for the study team.
[bookmark: _Toc106026253]Project Management Tools
☐ There are tools for project management to ensure compliance with the objectives (FPI, recruitment rate), the timelines, the budget, the follow-up of subcontractors
Briefly describe the too(s)l (name, activities managed through the tool, who can access the tool to enter data/to check/…)
☐ KPI are identified, collected at the expected frequency and shared/discussed with the Sponsor.
☐ There is a Project Management Plan or equivalent
☐ issued prior the start of the study 
☐ appropriately updated during the course of the study. 
☐ There are other specific plans available (Quality Plan, Communication Plan, TMF Management Plan,…).
☐ specific tools for budget management?
☐ There is a paper TMF/an eTMF allowing the PM to have a proper access to information.
access conditions for PM?
☐ Security of used systems (access, backup, standby system, validation if applicable, etc.) cf CL VSI pour plus de détails
☐ There is a system for study electronic files management guaranteeing an easy and secure access to study information for all authorized staff: 
☐ predefined architecture shared by all the projects, 
☐ filing rules (order, delay, responsible), 
☐ electronic documents identification rules, 
☐ quality control…
☐ There is a system for study related emails management guaranteeing an easy and secure access to study information for all authorized staff: 
☐ predefined architecture shared by all the projects, 
☐ filing rules (order, delay, responsible), 
☐ electronic documents identification rules,
☐ quality control…
☐ Project quality controls are carried out, are documented, are available and are transmitted to the Sponsor.
[bookmark: _Toc106026254]Project Management Activities
☐ Project management is addressed in the procedure "…" (Field of application, reference documents, responsibilities, Sponsor's involvement, quality controls, staff training,…)
☐ Internal project meetings are regularly held and corresponding minutes are available. 
☐ Project meetings with the Sponsor are regularly held and corresponding minutes are available. 
☐ Frequency of project meetings is appropriate.
☐ The progress reports are carried out throughout the trial, are available and are transmitted to the Sponsor.
☐ Project quality controls are carried out, are documented, are available and are transmitted to the Sponsor.
☐ Guidelines to fill out the study documentation are defined and described.
☐ Project Management tools are completed in a timely manner.
☐ Changes having a significant impact on the conduct of the study are identified and an impact analysis is performed.
☐ Non-conformities and protocol deviations are identified and managed until resolution.
> examples?
☐ Non compliances are shared with the Sponsor
	5.20. Noncompliance
5.20.1.
Noncompliance with the protocol, SOPs, GCP, and/or applicable regulatory requirement(s) by an investigator/institution, or by member(s) of the sponsor's staff should lead to prompt action by the sponsor to secure compliance.
ADDENDUM
If noncompliance that significantly affects or has the potential to significantly affect human subject protection or reliability of trial results is discovered, the sponsor should perform a root cause analysis and implement appropriate corrective and preventive actions.
GCP ICH E6 R2



☐ There is a global actions plan to manage decisions and actions throughout the study.
☐ Communication lines are defined
Internal communication
communication with other parties involved in the study
communication with investigational sites (e.g. newsletters)
reporting to Sponsor
escalation process,…
☐ Which measures are implemented to secure exchange of information/listings/data with the sponsor and 3rd parties?
[bookmark: _Toc106026255]Change control
☒ SOP (see the table below)
☐ Change identification and assessment
☐ Impact of change: 
are all aspects of the trial / delegated services considered for the impact assessment ?
including impact of the change on the trial risk assessment, contractual documentation …
☐ Documentation

	Change Control - Impact Analysis

	SOP title, ID, version

	Steps
	CPL
	CRO
	

	☐ Change input
	
	
	

	☐ Change analysis
	
	
	

	☐ Change decision
	
	
	

	☐ Categorisation of changes
	
	
	

	☐ Flow of information (dispatch of information)
	
	
	

	☐ Global and specific Impact Analyses
	
	
	

	☐ CAPA management (decision of action, planning, dispatch, performance, response, check, documentation)
	
	
	

	Comments
	



[bookmark: _Toc106026256][bookmark: _Toc412628972]Study documentation management (TMF)
[bookmark: _Hlk96354449][bookmark: _Hlk96354602]Definition of roles and responsibilities distributions between Sponsor and CRO ?
SOP and/or TMF management Plan
Table of content of the TMF based on GCP ICH §8 or on the TMF reference Model from the DIA?
Trial documentation location specified ?
[bookmark: _Hlk96354481]Periodic TMF QC ? documented ?



[bookmark: _Toc106026257]Risk Management for Clinical Studies
☐ There is "Risk Management Plan" (or equivalent).
☐ Key study-related risks have been identified and assessed.
☐ Risk mitigation measures, along with tolerance limits, have been determined and implemented.
☐ The "Risk Management Plan" is appropriately updated.
For the XXX study, the following risks are identified:
1. 
2. 
3. 
4. 
5. 
6. 
[bookmark: _Toc106026258]Risk mitigation measures taken for the XXX Clinical Trial
The following risk mitigation measures have been taken:
1. 

[bookmark: _Toc303589965][bookmark: _Toc106026259]XXX Study Risk Analysis
L'objectif de ce document est de:
· caractériser chaque risque identifié (probabilité de survenue, conséquences, criticité, priorité), sur la base de l'Inventaire des Risques,
· évaluer ses causes et ses conséquences possibles.
Hypothèses formulées à la base de l'analyse de risque :
· à compléter
[bookmark: _Toc303589967][bookmark: _Toc106026260]Documents servant de support à l'analyse de risque
	Document
	Reference
	Version

	
	
	

	
	
	

	
	
	

	
	
	


[bookmark: _Toc303589968][bookmark: _Toc106026261]Risk Assessment
	Probability of occurrence
	Consequences
	Criticity
	Priority

	· P0 - Very rare
· P1 - Rare
· P2 - Occasional
· P3 - Frequent
· P4 - Very frequent
	· C0 - Insignificant
· C1 - Minor
· C2 - Important
· C3 - Major
· C4 - Critical
	· Cr1 : Criticity 1
· Cr2 : Criticity 2
· Cr3 : Criticity 3
· Cr4 : Criticity 4

	· Pr1 : Low Priority
· Pr2 : Medium Priority
· Pr3 : High Priority


[bookmark: _Toc106026262]Criticity Assessment
	Occurrence Probability
	Consequences

	
	C0
Insignificant
	C1
Minor
	C2
Important
	C3
Major
	C4
Critical

	P4 - Very frequent (p≈1)
	Cr2
	Cr3
	Cr3
	Cr4
	Cr4

	P3 - Frequent
	Cr2
	Cr2
	Cr3
	Cr3
	Cr4

	P2 - Occasional
	Cr1
	Cr2
	Cr2
	Cr3
	Cr3

	P1 - Rare
	Cr1
	Cr1
	Cr2
	Cr2
	Cr3

	P0 - Very rare (p≈0)
	Cr1
	Cr1
	Cr1
	Cr2
	Cr2


[bookmark: _Toc106026263]Priority Assessment
	Criticity
	Detectability

	
	D0
Obvious
	D1
Moderately Detectable
	D2
Undetectable

	Cr4 - Critical
	Pr3
	Pr3
	Pr3

	Cr3 - Major
	Pr2
	Pr3
	Pr3

	Cr2 - Important
	Pr2
	Pr2
	Pr3

	Cr1 - Minor
	Pr1
	Pr2
	Pr2


[bookmark: _Toc106026264]Impact Categorization
· R: Regulatory
· B: Business
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[bookmark: _Toc303589969][bookmark: _Toc106026265]Risk Analysis Table
	Activity
	Risk Ref.
	Risk
	Cause
	Consequence
	Preventive and Protective Actions
	Residual Risk Assessment
	Degraded Mode

	
	
	
	
	
	
	Impact
	Prob.
	Conseq.
	Criticity
	Detect.
	Priority
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	
	





[image: Logo_Sunnikan]

Sunnikan Consulting / A_EC_Project_Management_CL_EN.docx / Page 6/7

[bookmark: _Toc303589971][bookmark: _Toc106026266]Criticity 4 Risks
	Category
	Risk Ref.
	Risk

	
	
	

	
	
	

	
	
	


[bookmark: _Toc303589972][bookmark: _Toc106026267]High Priority Risks
	Category
	Risk Ref.
	Risk

	
	
	

	
	
	

	
	
	


[bookmark: _Toc303589973][bookmark: _Toc106026268]Conclusions
	



[bookmark: _Toc106026269][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 received on ….


[bookmark: _Toc106026270]Auditor's resume
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