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[bookmark: _Toc448244623]Abbreviations
CEC	Clinical Event Committee
CRA	Clinical Research Associate
CRO	Contract Research Organization
CRF	Case Report Form
CV	Curriculum Vitae
eCRF	Electronic Case Report Form
eTMF	Electronic Trial Master File
GCP	Good Clinical Practice
SAP	Statistical Analysis Plan
SOP	Standard Operating Procedure
TMF	Trial Master File
[bookmark: _Toc448244624]Audit context
This Computerized Systems Validation Audit of LABO PHARMA was required by ___.
[bookmark: _Toc217272094][bookmark: _Toc448244625]Purpose of the audit
The aim of the audit is to assess:
xxx,
within the scope as defined below.
[bookmark: _Toc448244626]Audit References
The audit was conducted according to the main applicable standards:
Regulations applicable in France, including French Good Clinical Practices (Décision du 24 novembre 2006),
Note for guidance on Good Clinical Practice, CPMP/ICH/135/95, E6, post-Step 4, September 1997
FDA -  Guidance for Clinical Trial Sponsors Establishment and Operation of Clinical Trial Data Monitoring Committees, March 2006
[bookmark: _Toc448244627]Audit Plan
The audit was performed by _, Auditor, Sunnikan Consulting, and took place in LABO PHARMA offices on _.

[bookmark: _Toc448244628]Opening meeting
An opening meeting was held in the presence of the following persons:

[bookmark: _Toc448244629][bookmark: _Toc415283675][bookmark: _Toc415283676]Audit
The audit consisted in performing interviews, tour of facilities and documentation review related to the following:
organization of LABO PHARMA,
equipments, security, accesses,
quality system concerning validation,
validation process.
Interviews were performed:

[bookmark: _Toc448244630]Closing meeting
[bookmark: _Toc217272099]A debriefing meeting took place to present and discuss the audit results with the following persons:


[bookmark: _Toc448244631]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
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: _Toc448244632]
Executive summary

Sunnikan Consulting is required to conduct the audit system XXX. 

The audit is performed by ZZZ on the VW. 

The objective of the audit is to assess …

Overall, it may be noted that 
According to this audit, the subcontractor Computer Validation 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: _Toc448244633][bookmark: _Toc217272100]CEC organization and set-up
Regulatory agencies are increasingly expecting, and in some cases requiring, the centralised adjudication of these clinical endpoints to control for the impact of this variability and to produce data for use in statistical analyses that are as standardised as possible 1,2.
[bookmark: _Toc448244634]Human resources devoted to CEC management
The CEC was set-up on [date]
The following resources are allocated for CEC activities:
XX Physician adjudicators
CEC Project Manager
CEC Assistant
The team involved in CEC activities for the [name of the study] study is listed on a delegation log / staff list. This list is up-to-date.

During the audit, the following Physicians binders were checked:
Dr. XXX
Dr. XXX
Each binder includes the following documentation:
Dated and signed CVs
A copy of the medical license
GCP training record
Study specific training records
Contractual agreement, when applicable
Physician adjudicators are qualified, experienced and trained on the study (training on the study includes training / acknowledgement of the CEC Charter content).

The Physician adjudicators are independent from the study and the Sponsor and have no conflict of interest with the Sponsor.
This is documented thorugh Dated and signed "conflict of interest disclosure forms"
The Physician ajdudicators are not independent from the study and the sponsor
[bookmark: _Toc448244635]SOPs, working instructions
The following SOPs / Working instructions describe the CEC management process:
…
…
There are no SOPs / working instructons describing the CEC management process
CEC Charter template ???
[bookmark: _Toc448244636]CEC Charter
There is a CEC Charter (version x.x dated …)
This CEC charter was reviewed and approved by:
The CEC Chairman (when applicable)
The CEC Manager
The CEC members
The Sponsor

The CEC Charter includes:
Description of the responsibilities of a CEC the study
Selection of the CEC members
CEC members (Physician adjudicators / CEC Manager / Assistant…) responsibilities and qualifications and training
Events for adjudication
Identification of events
Source data collection
Adjudication process
review of the same event with associated anonymized source documents by at least 2 different Physicians)
in case of different adjudicatrion results either the event is sent to the CEC Chairman or a Third Adjudicator reviews the event to obtain a final decision
CEC results / CEC Database
Variability assessments
Endpoint definitions
Document templates to be used (adjudication forms)

[bookmark: _Toc448244637]Adjudication process
Attention should be paid in maintaining the blind for the CEC members
Result of adjudication recorded where ??? specific database ???
In case an event is adjudicated differently from the sponsor and/or investigators what should be done ???

Creation / implementation and validation of the CEC database

Description of the adjudication process and assessment of the consistency and compliance of the process described by the auditees versus the process defined in the Charter

What is the rule if an event is not adjudicated as endpoint-related ???
Are there some instructions defined and communicated to handle such situations???
In general, in that case, sites are instructed to report the event as a Serious Adverse Event

Cases review and related documentation



[bookmark: _Toc293304334][bookmark: _Toc448244638]Auditors Curriculum Vitae
_____

SUNNIKAN Consulting / A_CEC_CL_En.docx / Page 5/10
image2.emf

