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The auditors wish to thank all those who participated in the audit.



Capitalisation : Intégrer la notion de Gestion des risques (AV, janvier 2014) : 
Reste :
Note explicative à l’attention des opérateurs relative au nouveau format de rapport d’inspection, ANSM, décembre 2013 (cf tableau des risques identifiés intégré au rapport d'inspection). Voir aussi résumé dans : http://intranet.sunnikan.local/RechBiom/Inspection_ST_Afssaps.htm 

AV : à mettre à jour avec : Italie - Decree March 31, 2008 - Definition of minimum requisites for contract research organizations (CROs) in the sector of clinical trials of medicinal products. (Décret indiqué par l'Afssaps lors d'un groupe de travail Afssaps du 25 juin 2009)
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Audit context
 The sub-contractor is working for the Sponsor since
 The sub-contractor has never experienced working for the Sponsor
 The Services provided are…
 The Contract Research Organization is audited previously.
 The Contract Research Organization has never been audited by the Sponsor.
 The corrective actions are addressed.
 There is a recent major change (acquisition / takeover)…
 This changes affected: staff, location, procedures,…
[bookmark: _Toc437361263]Audit Methodology
[bookmark: _Toc437361264]Audit Objectives
The aim of this audit is to assess:
the compliance of the quality system with the applicable references,
the adequacy of the quality system elements with the clinical project.
The audit is conducted according to the main applicable standards :
European and French regulations,
ICH and French Good Clinical Practices.
[bookmark: _Toc437361265]Applicable Regulatory References and Standards
The audit has been performed, based on the following applicable regulatory references and standards:


Audit Agenda
[bookmark: _Toc74458962]The audit took place in the CRO facilities on _ and was performed by _.
Opening meeting
[bookmark: _Toc74458963]An opening meeting took place with:

Audit
The audit consisted of a review of:
the CRO organization
the personnel qualification
the computerised systems
the Quality documentation for the processes _
the facilities
the services provided (_)
Interviews, site visite and documentation review are performed during the audit.
Closing meeting
A debriefing meeting took place to present and discuss the audit results with:

Audit report
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 CRO. They do not represent by themselves the appropriate actions plan and should be considered within the global context.
Classification of audit findings
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, practises 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: _Toc437361266]
Executive summary
[bookmark: _Toc26864461][bookmark: _Toc27455432][bookmark: _Toc27534952][bookmark: _Toc28061668][bookmark: _Toc28062569][bookmark: _Toc28062931][bookmark: _Toc28399544]LABO PHARMA is a pharmaceutical laboratory / a CRO specialized in clinical research / Center Phase I, located in _.

Sunnikan Consulting is requested to conduct the audit system _.
The audit was performed by _ on _.

The objective of the audit is to assess the compliance of the quality system elements regarding _ compared to the applicable requirements, the compliance of actions regarding _ compared to the elements of quality system, compliance of _ compared to applicable procedures, the adequacy of the different elements of the process of XXX compared to the intended goal. 

Overall, it may be noted that 

According to this audit, the subcontractor quality system is considered to be compliant with the applicable regulations, provided that the action plan related to the following findings are in place:

The main Findings concern the following:
[bookmark: _Toc348438911][bookmark: _Toc437361267]

[bookmark: _Toc437355334]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



The Service Provider
 The sub-contractor is a service provider in the following fields:
 The sub-contractor exists since
 The sub-contractor is located in
 The main activities of the sub-contractor are:

☐ The "business volume".
 If applicable, the Contract Research Organization authorization is present and adequate.
 The number of persons working for the Contract Research Organization is…
 The staff turnover rate is (past three years)
[Choose a finding box according to the scope of work]
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

	Finding #





	Finding #
	Improvement suggestion

	
	


[bookmark: _Toc437361268]CRO Organization
[bookmark: _Toc437361269]Organizational structure
 The sub-contractor is a service provider in the following fields:
 The Contract Research Organization's organization is described in an organizational chart dated 
 The chart is updated.
 The chart is not updated.
 If applicable, the Contract Research Organization authorization is present and adequate.
[bookmark: _Toc437361270]Staff Qualification and Training
	Staff Organisation, Qualification and Training

	SOP title, ID, version
	 

	Including
		Organization
☐ Organization Chart
☐ Job Descriptions
☐ Staff Log
	Qualification
☐ Staff CVs
☐ Personal Records
	Training
☐ Assessing the needs for training
☐ Planning of training sessions (periodic Training Plan)
☐ Performing training sessions
☐ Documenting training sessions
☐ Assessing the efficacy of training sessions

	Training Scope
	☐ Newcomers	☐ Continuous training

	Training Topics covered
	☐ Clinical trial regulations
☐ Good Clinical Practice
☐ Study Protocol & relevant documents
☐ Concerned disease and medical environment

	Comments
	



The personal records were checked for the following persons:

	Name
Position
	Job Description
	CV
	Training and Qualification

	
	
	
	



	Staff Qualification

	Name, position

	Job Description
	

	CV
	

	Qualification & Training
	

	

	Job Description
	

	CV
	

	Qualification & Training
	

	

	Job Description
	

	CV
	

	Qualification & Training
	

	

	Job Description
	

	CV
	

	Qualification & Training
	



[bookmark: _Toc437361271]Job Descriptions
 There are dated and signed Job Descriptions for the whole staff.
 Some Job Descriptions are missing:
 The Job Descriptions are consistent with the chart.
 The Job Descriptions are not consistent with the chart.
 The Job Descriptions are adequate.
 The Job descriptions are not adequate.
 The Job descriptions are signed by the staff members.
 The Job descriptions are not signed by the staff members.
[bookmark: _Toc437361272]Curriculum Vitae
 There are dated and signed CVs for the whole staff.
 Some CVs are missing: 
 The competencies are adequate for the project.
 The staff is selected with qualifications: 
 The competencies are not adequate for the project.
[bookmark: _Toc437361273]Staff Training
	Staff Training

	SOP title, ID, version
	

	Including
	☐ Assessing the needs for training
☐ Planning of training sessions (periodic Training Plan)
☐ Performing training sessions
☐ Documenting training sessions
☐ Assessing the efficacy of training sessions
☐ Newcomer initial training
☐ Continuous training
☐ Training documentation in personal records

	Topics covered
	☐ Standard Operating Procedures
☐ Clinical trial regulations
☐ Good Clinical Practice
☐ Study Protocol & relevant documents
☐ Concerned disease and medical environment

	Comments
	



 There is a procedure related to the staff training: "_", version #_, dated _.
 This procedure describes the appropriate training process steps:
 assessment of the needs for training,
 training planning,
 training sessions performance,
 training documentation,
 assessment of the training efficacy.
This procedure does not describe the following training process steps:
 assessment of the needs for training,
 training planning,
 training sessions performance,
 training documentation,
 assessment of the training efficacy.
 This procedure concerns the following circumstances requiring training:
new applicants,
continuous training.
 This procedure does not cover the following circumstances requiring training:
 new applicants,
 continuous training.
There is no procedure related to staff training.
 Training activities are performed according to the relevant procedure and are documented.
 Training activities are not performed according to the relevant procedure:
 The training is documented in each personnel file.
 The training is documented in a database.
 The training sessions are documented in the CVs.
 There is a periodic (e.g. annual) Training Plan.
 There is no periodic (e.g. annual) Training Plan.
 The training on regulatory requirements is performed.
 The training on regulatory requirements is not performed.
 The training on pathologies and trials specific requirements is performed.
 The training on pathologies and trials specific requirements is not performed.
 Training sessions are documented:
agenda,
signature log,
training documents.
 Training sessions related to Standard Operating Procedures are performed, followed and documented.
 Training sessions efficacy is assessed.
 Training sessions efficacy is not assessed.
 Staff is appropriately trained.
 Specific training sessions for newcomers are organized.
 There is no specific training session for newcomers.
[bookmark: _Toc437361274]Staff Capacitation
 Staff is authorized.
 There is no process for staff capacitation.
[bookmark: _Toc437361275]Staff allocation for the project
 Staff allocated to the project is identified on a "Project Staff Log".
 Staff allocated to the project is not identified on a "Project Staff Log".
 Staff is not yet allocated to the project
[bookmark: _Toc437361276]Staff continuity
 There is enough staff for continuity, e.g. during holidays.
 There is not enough staff for continuity, e.g. during holidays.
[bookmark: _Toc437361277]Quality Management System
[bookmark: _Toc437361278]Management Involvement
 The Management is involved in the Quality Management System.
 The involvement of the Management is not visible.
 There is internal communication on quality.
 There is no internal communication on quality.
[bookmark: _Toc437361279]Quality Policy
 The Quality Management System is based on the "_" standard.
 The Quality Management System is not based on a specific standard.
 A quality policy is defined in the "_" document and communicated and explained to the staff.
 There is no quality policy.
 The Contract Research Organization is certified for the "_" standard.
[bookmark: _Toc437361280]Quality objectives
 Quality objectives and quality indicators are defined according to the Quality Policy.
 There are neither quality objectives, nor quality indicators.
 The client's satisfaction is measured by…
[bookmark: _Toc437361281]Management reviews
 The Quality Management System does not include management reviews.
 Management reviews are performed every …according to the "_" procedure.
 There is no follow-up of the Management Reviews.
[bookmark: _Toc437361282]Quality Manager
	Quality Manager

	Job Description, ID, version
	

	Quality Management Staff
	☐ 
☐ 
☐ 
☐ 
☐ 
☐ 
☐ 

	Comments
	



 A Quality Manager: _, manages ( part time/  full time) the Quality System.
 Quality management is assumed by the Head _.
 There is no Quality Manager.
 The Quality Manager position is described by the "_" Job Description.
 The Quality Manager position is not described by a Job Description.
 The Quality Manager position is described by the "_" Job Description.
[bookmark: _Toc437361283]Quality Manual
 There is a "Quality Manual", 
 The "_" document may be considered as a Quality Manual.
 There is no Quality Manual, nor an equivalent document.
[bookmark: _Toc437361284]Risk assessment

	Risk Management

	SOP title, ID, version
	

	Including
	☐ Reference to ICH Q9
☐ Risk Manager
☐ Risk identification
☐ Risk characterisation (probability, consequence, detectability)
☐ Periodic Risk Analyses
☐ Risk acceptance decisions
☐ Risk mitigation
☐ Risk mitigation action plans
☐ Definition of the risks acceptable
☐ Risk follow-up

	Scope
	☐ Quality Management System level
☐ Clinical Trial level

	Comments
	


Risk management is taken into account in the Quality Management System.
Risk management process includes the following elements:
· Reference to ICH Q9,
· Risk Manager,
· Risk identification,
· Risk characterisation (probability, consequence, detectability),
· Periodic Risk Analyses,
· Risk acceptance decision,
· Risk mitigation,
· Risk mitigation action plans,
· Definition of the risks acceptable,
· Risk follow-up.
Risk management is also taken into account for the clinical trial:
· identification of the main risks for the clinical trial,
· 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, analysing with the generation of metrics. 
☐ Risk management is appropriately documented and integrated within existing quality systems.
Risk Assessment
☐ Risks are identified and assessed at a system level.
☐ Risks are identified at a project level.
☐ Priorities are established for the identified risks.
Risk control
☐ There is a process of decision making to reduce and/or accept risks, and this process is documented (e.g. mitigation plan should be prepared and implemented).
☐ There is no process of decision making to reduce and/or accept risks.
☐ The initial acceptable variation or tolerance limits for the clinical trial data and procedural metrics involved are defined.
Risk review and reporting quality
☐ There are regular documented risk reviews organized by… (frequency .?).
☐ There is no regular risk review.
☐ The risks review are analysed and summarised.

[bookmark: _Toc437361285]Standard Operating Procedures (SOPs)
	Standard Operating Procedures

	SOP title, ID, version
	

	Including
	☐ SOP of SOPs
☐ SOP lifecycle (issue, review, approval, versions, publication, update, durée de péremption)
☐ SOP training process (matrix, training, training efficacy, training documentation)
☐ Impact analysis when a SOP is updated during a study



 There is a set of Standard Operating Procedures. A list of the applicable procedures is available, dated _.
 There is no list of the applicable procedures.
 The list of the applicable procedures is not up-to-date.
 The lifecycle of the procedures is adequate.
 Operational procedures are adequately written, identified, approved, and distributed.
 Operational procedures are not adequately written, identified, approved, and distributed.
 Operational procedures are not signed by a Manager responsible for all the staff concerned.
 Main processes are covered by operational procedures.
 Some processes are not covered by operational procedures:

 Procedures are appropriately updated.
 Procedures are consistent with the applicable regulations.
 Some procedures are not consistent with the applicable regulation:

 Training related to procedures is described in the "_" procedure.
 Training related to procedures is not described in a procedure.
 Staff is trained on the new procedures and the new versions of procedures.
 Staff is not trained on the new procedures (or new versions of procedures).
 Specific procedures are written for projects. They are managed (approval, update, distribution…) according to the "_" document.

[bookmark: _Toc437361286]Study Documentation Management
	Study Documentation Management

	SOP title, ID, version
	

	Including
	☐ Expected structure of study documentation
☐ Study-specific documents lifecycle :
☐ issue
☐ review
☐ approval
☐ version management
☐ version identification
☐ file naming conventions
☐ version audit trail
☐ distribution
☐ update
☐ filing
☐ Trial Master File (global and local)
☐ repository
☐ electronic management of documents
☐ access to documents
☐ change control
☐ archiving
☐ 
☐ 

	Comments
	



 There is a procedure on documentation management.
 There is no procedure on documentation management.
 Specific documents are prepared for sub-contracted activities and the preparation is managed.
 Specific documents are prepared for sub-contracted activities by without documentation management.
[bookmark: _Toc437361287]Continuous Improvement System
Quality controls
	Quality Controls

	SOP title, ID, version
	

	Including
	☐ Who
☐ When
☐ What
☐ 
☐ 
☐ 
☐ 

	Comments
	



 Quality controls are performed by _ on 
 No Quality controls are performed
 Quality controls are documented.
 Quality controls are not documented.
 There are quality metrics
 There is no quality metric
Audits
	Audits

	SOP title, ID, version
	

	Including
	☐ Audit Program (validated)
☐ Competent Auditors
☐ Distribution of Audit Reports
☐ CAPAs
☐ 
☐ 
☐ 

	Comments
	



 The Contract Research Organization is audited by other clients:
 Audits are performed (internal or study or sub-contractors) according to an annual program.
 No audit is performed.
 There is a procedure on "Audits".
 There is no procedure on "Audits".
 Auditors are independent.
 Auditors are not independent.
 Auditors are adequately trained.
 Auditors are not adequately trained.
 System audits are performed.
 System audits are not performed.
 There is an Audit Plan.
 There is no Audit Plan.

Action plans
	Action Plans

	SOP title, ID, version
	

	Including
	☐ Clinical Project Leader individual Action Plan
☐ Management of CAPAs
· ☐ CAPA identification
· ☐ CAPA distribution
· ☐ CAPA approval of actions planned
· ☐ CAPA follow-up
· ☐ CAPA approval of action completed
· ☐ CAPA closure
· ☐ Merging the CAPA (Action database)
☐ 
☐ 
☐ 
☐

	Comments
	



 Actions are taken and followed after the audit.
 No actions are taken and followed after the audit.
 Action plans include corrective and preventive actions.

Non-compliance Management
	Management of Non-Conformances

	SOP title, ID, version
	

	Including
	☐ 
☐ 
☐ 
☐ 
☐ 
☐ 
☐ 

	Scope
	☐ 
☐ 
☐ 
☐ 
☐ 
☐ 

	Comments
	



 Non-compliance or feedback information are collected, identified and analysed (system).
 There is no specific system to collect and analyse non-conformities or other feedback.
 There are corrective actions.
[bookmark: _Toc437361288]Project Management

	Project Management

	SOP title, ID, version
	

	Including
	☐ Process Control
☐ Planning
☐ Documentation Control
☐ Dashboard
☐ Individual Action Plan
☐ cf. Management of Communication
☐ cf. Management of CAPAs
☐ cf. Management of Documentation

	Comments
	


[bookmark: _Toc437361289]Delegation of Responsibilities
	Delegation of Responsibilities

	SOP title, ID, version
	

	Including
	☐ Responsibility Matrix - [RASCI]
☐ List of Requirements
☐ Contract
☐ Staff Logs
☐ Delegation of Responsibility change control
☐ 
☐ 


[bookmark: _Toc437361290]Regulatory Compliance System
	Regulatory Compliance System

	SOP title, ID, version
	

	Steps
	CPL
	CRO
	
	

	☐ Regulatory intelligence (How is the Clinical Project Leader aware of applicable global and local regulations?)
	
	
	
	

	☐ Documentation of the applicable global and local regulations
	
	
	
	

	☐ Regulatory status (country by country)
	
	
	
	

	☐ Collection of Submission Files / Approvals
	
	
	
	

	☐ Translation of Regulatory Approvals
	
	
	
	

	☐ Back-translation of Patient Information and Consent Form
	
	
	
	

	☐ Responsibility related to the green lights
	
	
	
	

	Comments
	



[bookmark: _Toc437361291]Regulatory Intelligence
How is the CRO aware of the local regulations?
 The applicable requirements and recommendations for the process are documented, known / spread.
 A system which guarantees the update of the regulatory documentation exists.
[bookmark: _Toc437361292]Personal Data Protection
Compliance with the Reference Methodology in France?
Management of Inspections
	Management of Inspections

	SOP title, ID, version
	

	Steps
	CPL
	CRO
	
	

	☐ Flow of information
	
	
	
	

	☐ Preparation of Inspection 
· preparation meeting
· actions: monitoring, audit pre-inspection, quality control
	
	
	
	

	☐ During the Inspection
	
	
	
	

	☐ Inspection Minutes
	
	
	
	

	☐ CAPA
	
	
	
	

	☐ CAPA Follow-up
	
	
	
	

	☐ 
	
	
	
	


[bookmark: _Toc432584668][bookmark: _Toc437361293]Control of Contracted-out Activities
	Control of Contracted-out Activities

	SOP title, ID, version
	

	Including
	☐ List of Requirements
☐ Service provider selection process
· Confidentiality Agreement
· List of Requirements
· Proposal
· Preliminary assessment (e.g. bid defence meeting, qualification audit)
· Choice
☐ Definition of roles and responsibilities
☐ Contracting
☐ Sub-contracted Activity Quality Plan
☐ Sub-contracted activity follow-up
· ☐ Indicators (dashboard)
· ☐ Periodic Progress Reports
· ☐ Fast-track information
· ☐ daily communication
· ☐ periodic meetings and assessments
· ☐ follow-up controls
· ☐ follow-up audits
· ☐ CAPAs, and follow-up o CAPAs
☐ 

	Scope
	☐ 
☐ 
☐ 
☐ 
☐ 
☐ 

	Comments
	


[bookmark: _Toc437361294]Site Monitoring
	Site Monitoring

	SOP title, ID, version
	

	Steps
	CPL
	CRO
	
	

	☐ Delegation of Responsibilities - List of Requirements
	
	
	
	

	☐ Monitoring Plan
	
	
	
	

	☐ Planning the Monitoring Visits
	
	
	
	

	☐ Management of the Monitoring Visit Reports
	
	
	
	

	☐ End-of-study Monitoring Activity Report
	
	
	
	

	☐ Action Plans from Monitoring Visits
	
	
	
	

	☐ 
	
	
	
	

	Comments
	


[bookmark: _Toc437361295]Central Lab Activities
	Central Lab Activities

	SOP title, ID, version
	

	Steps
	CPL
	Central Lab
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	Comments
	



[bookmark: _Toc437361296]Central Imaging Corelab

	SOP title, ID, version
	

	Including
	☐ Central Imaging Plan
☐ Imaging Methodology is Validated
☐ List of Requirements related to imaging defined for sites (equipment, team, acquisition method, training)
☐ Selection of Sites
☐ Instructions for the sites
☐ Monitoring the sites
☐ Image transfer
☐ QC at receipt
☐ Central Readers, Instructions for readers
☐ Central Reading System, validated
☐ Central Reading
☐ Comparison of end-of-study images versus enrolment images
☐ Central Reading Database

	Steps
	CPL
	Central Imaging Corelab
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	Comments
	


Electronic Case Report Form

	Electronic Case Report Form

	SOP title, ID, version
	

	Steps
	CPL
	CRO
	Data Manager
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	Comments
	



IWRS
	IWRS

	SOP title, ID, version
	

	Steps
	CPL
	CRO
	Data Manager
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	Comments
	



[bookmark: _Toc437361297]Data Management activities

	Steps
	CPL
	Data Manager
	
	

	☐ Data Management Plan (lifecycle, review and approval)
	
	
	
	

	☐ Data Consistency Checks
	
	
	
	

	☐ Data Coding
	
	
	
	

	☐ Management of DCFs
	
	
	
	

	☐ Possible cut-off?
	
	
	
	

	☐ Blind Review process
	
	
	
	

	☐ Database Lock
	
	
	
	

	☐ 
	
	
	
	










Statistical Analysis Activities
	Contracted-out Statistical Analysis Activities

	SOP title, ID, version
	

	Steps
	CPL
	Statistician
	
	

	☐ Number of subjects for the study
	
	
	
	

	☐ Randomization List
	
	
	
	

	☐ Statistical Analysis Plan
	
	
	
	

	☐ Statistical Analysis System Validation
	
	
	
	

	☐ Statistical Analyses (blind, open)
	
	
	
	

	☐ Statistical Analyses Validation
	
	
	
	

	☐ Statistical Report
	
	
	
	

	Comments
	



Clinical Trial Report
	Clinical Trial Report

	SOP title, ID, version
	

	Steps
	CPL
	Medical Writer
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	Comments
	



[bookmark: _Toc432584669][bookmark: _Toc437361298]Clinical Trial Change Control - Impact Analysis
	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: _Toc432584670][bookmark: _Toc437361299]Communication between the clinical study stakeholders
	Communication between the clinical study stakeholders

	SOP title, ID, version
	

	Including
	☐ Communication Plan
☐ Escalation process
☐ Indicators
☐ Periodic Reporting
☐ Action Plans
☐ Information online
☐ 

	Comments
	


0. [bookmark: _Toc432584671][bookmark: _Toc437361300]Clinical Trial Documentation Control
	Clinical Trial Documentation Control

	SOP title, ID, version
	

	Including
	☐ Trial Master File distribution and responsibilities
☐ Trial Master File / Clinical Trial Management System quality controls
☐ Trial Master File at Sponsor's
☐ 
☐ 
☐ 
☐ 

	Scope
	☐ 
☐ 
☐ 
☐ 
☐ 
☐ 

	Comments
	



[bookmark: _Toc437361301]Specific Activities

	Steps
	CPL
	CRO
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	☐ 
	
	
	
	

	Comments
	



[bookmark: _Toc437361302]Facilities and Equipment
[bookmark: _Toc437361303]Tour of facilities
The facilities are:
adequate,
well organized,
main characteristics:
number of rooms / sufficient room
confidentiality…
[bookmark: _Toc437361304]Access to the buildings
 Access to the buildings is under control.
 Access to the buildings is not under control.
 There are procedures on building security (access, alarm, fire etc) and the procedure is followed (e.g. staff leaving the company cannot access the facilities).
 There is no procedure on building security (access, alarm, fire etc).
[bookmark: _Toc437361305]Equipment
 Equipment is adequate.
 Equipment is not adequate.
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