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on Quality, Pharmacovigilance and Medical information systems of AUDITEE for CLIENT

The auditor would like to thank you in advance for your support. Thanks to this questionnaire and the information available before the audit, the auditor will be able to have a better understanding of the pharmacovigilance, medical information and quality systems in place.
The documents requested are to be provided 1 week before the audit (i.e. on DD-Mon-20XX) with the completed questionnaire.
AUDITEE
Identification of AUDITEE
	Company name
	

	Address
	




	Website
	

	Chief Executive Officer
	

	Date of foundation of the company
	

	Does the company belong to a Holding ?
	YES  		 NO 
If yes, please specify: 

	Does the company have Subsidiaries ?
	YES  		 NO 
If yes, please specify:



Please provide a brief presentation of the company.
Organisation
Please provide a nominative organizational chart of your company (specifying the names and functions of the collaborators).
Please provide a list of the collaborators who are involved in the CLIENT activities.
1.1 Clients and Services
	
	2018
	2019
	2020

	Number of clients for pharmacovigilance
	
	
	

	Number of clients for medical information
	
	
	


Subcontracted activities
Does your company subcontract any pharmacovigilance and/or medical information activity? YES  NO 
If yes please list the corresponding activities and vendors.

	Sucontracted activity
	Vendor
	Start date of the contract

	
	
	

	
	
	

	
	
	


2 Relationship with CLIENT
Contractual arrangements
	Reference and date of contractual arrangements with CLIENT
	






Concerned products
Please provide the list of CLIENT products, for which AUDITEE provides pharmacovigilance and medical information services:

Provided services
Please list the pharmacovigilance and medical information activities performed on behalf of CLIENT:

Quality System
Quality documentation
Does your company have a Quality Manual? YES  NO 
If yes, please provide a copy to the auditor.
Does your company have procedures/quality documents? YES  NO 
If yes, please provide a copy of the list of applicable procedures/quality documents.
Pharmacovigilance and medical information safety audits
How many times has your company been audited for pharmacovigilance and medical information by Clients or inspected over the last 3 years?

	
	2018
	2019
	2020

	Qualification audits 
	
	
	

	Routine audits
	
	
	

	Inspections
	
	
	


IT systems
Please provide a list of the IT systems related to pharmacovigilance and medical information activities.
Business continuity
Does your company have a business continuity plan covering pharmacovigilance and medical information activities? YES  NO 
If yes, provide a copy to the auditor.
Summary of the list of Documents to be provided with the questionnaire
Brief presentation of the company
Nominative organisational chart
Quality manual, if applicable
List of applicable procedures
List of collaborators who involved in the activities for CLIENT
List of the IT systems related to pharmacovigilance and medical information activities
Business continuity plan
PSMF for GenSight, if available
CVs and Job descriptions of the EUQPPV (if PSMF not available)
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