

[image: ]


	Dr. XXXX
	
	
	
	
St Maur,
Ref:	Monday, 01 March 2004
Re: LABO PHARMA –CRO audit
XXX studies

Dear Dr. XXX,

This is to confirm the audit visit at your site on May, 2005 the 10th and 11th, as agreed upon with LABO PHARMA and you.
The visit of your site is part of the LABO PHARMA ongoing audit program / qualification audit program. I will review the level of compliance with the regulations, Good Pharmacovigilance Practices and LABO PHARMA's policies.
The audit will start around 9:00 am with an introductory meeting (30 minutes) with you and your team.
During this visit, I will review at least:
the organisation of Pharmacovigilance Unit,
the management of Spontaneous Reports, 
the pharmacovigilance database management, 
the management of Periodic Safety Update Reports (PSUR), 
the management of relations with Competent Authorities, 
the management of contractual agreement and project, 
the management of the information flow between LABO PHARMA and sub-contractor. 

If necessary, additional points could be reviewed during the audit.
Therefore, I need to have all documentation related to the pharmacovigilance activities: Standard Operating Procedures, Organization Chart, Quality documentation of the pharmacovigilance Unit (CVs, Job Description...).
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At the end of the visit (around 5:30 pm, depending of the audit progress), it would be beneficial to meet briefly with you and your team to discuss the overall findings (30-45 minutes).

I thank you in advance for your assistance and look forward to seeing you. 
Should you have any questions before my arrival, please call me at +33 1 55 97 13 13.
Yours sincerely,

Auditor, SUNNIKAN Consulting 
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