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[bookmark: _Toc528664352][bookmark: _GoBack]Scope of Audit

Considering the objectives, the scope of this audit will include :

· Qualification/Training of personnel.
· Quality System / SOPs consistency and compliance with applicable regulations for reporting of.
· Review of the processes followed for xxx and compliance with applicable SOPs.
· Review of a sample of Cases for compliance with reporting timing, accuracy and validity. This will include :
· Review of the assessment for listedness and labeling (avec expert en PV)
· Review of accuracy of key data entered in and reported to Authorities (e.g. Clock Start Date, Date of Reporting to Authorities, events reported, etc…)
· Review of the timing of reporting

This will be reviewed for the selected cases related to the following drugs :

In order to represent the current situation, only cases that occurred after will be considered in the scope of this Audit.


This Audit will not include the review of any process or topics not specified above. 



[bookmark: _Toc528664353]Overall Timeframe

Preparation : days, including the review of applicable Quality System Documents. 
Conduct:  days – 
Reporting :  days – A draft report will be available within n calendar days from the last day of conduct 
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Audit Team:
	
	Consultant
	Sunnikan Consulting


[bookmark: _Toc528664355]Applicable Standards


Applicable French Standards :
· Articles R5144-19 à R5144-22 of “Code de la Sante Publique”
· “Bonnes Pratiques de Pharmacovigilance” - December 1994.
· Circulaire SNIP n°96-0763
· Circulaire SNIP n°95 -0662
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Audit Preparation

The following documents will be made available to the auditor audit preparation :
· All applicable Standards as listed in section 6, if necessary,
· Organizational chart and job descriptions if available,
· Listing of selected cases (electronic format) and selected information from for selected cases,
· Applicable local and global safety data sheets.


Development of audit tools
Review of the Quality System Documents

The following aspects will be reviewed:
· Review of applicable SOPs

This review will be limited to the verification of the current Quality System Documents applicable to xxx. The purpose is to verify the consistency between the different applicable Quality System Documents and to confirm that they provide assurance that French requirements can be fulfilled.




Audit Conduct

Introductory meeting	

Review of the processes in place	


The following aspects will be reviewed:
Review of the process(es) followed for.
Compliance for xxx reporting 
Review of the facilities involved
This will include interviews of relevant personnel.


Personnel Qualification and Training	

Date planned : 
Personnel Required : 

The following aspects will be reviewed:
Review of the Organisation
Review of job descriptions
Review of CVs (or other statement of qualification) and training records.


Review of data	


The focus of this data review will be on the following points :

Identification of 
Identification of 


Closing meeting	
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