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	Description of the Service Provider 

Name:  	

Chief Executive Officer:  	

Address: 	

	
Tel.: 		Fax:  	

Corporate name:  	

Establishment date:

Legal status:

Holding members:

Subsidiary companies:

Connections with other companies:

Principal shareholders:

	

List of principal customers:



 Presentation booklet attached 


	Services 

Tick the performed services: 

 Pharmacovigilance: 
 Receipt 
 Data entry 
 Coding 
 Case translation
 Reporting to Competent authorities
		 Afssaps
		 European
		 FDA
 Signal detection 
 Periodic Report 
 Delegation of responsibilities : 
		 European Qualified Person responsible for Pharmacovigilance
		 French Pharmacovigilance Responsible

 Vigilance:
 Receipt 
 Data entry 
 Coding 
 Case translation
 Reporting to Competent authorities
		 Afssaps
		 Other European authorities	 FDA
 Reporting to EC / IRB
 Signal detection 
 Periodic Report

	


	Personnel

Thanks for filling out the table below and joining a flow chart of your company: 

	Numbers 
	QUALIFICATION 

	
	

	
	

	
	

	
	

	
	

	
	

	
	



 Flow chart attached. 

	Quality Assurance 

Tick the boxes: 
Do you have :

 Quality Manual (if yes please to provide to SUNNIKAN Consulting)
 Standard Operational Procedures (if yes please to provide to SUNNIKAN Consulting the list of SOPs)


Do you have a Quality assurance department (specify resources)?


What are the name and the telephone number of the person in charge of?


Principal customers having performed quality audits in your company? 








	Computerized system

Which hardware equipment do you have? For which tasks?	








Which softwares do you use? for which tasks?  	


Do you have a drug safety database ? if Yes, Who manages this database:  	

Do you have the module EVPM ? Yes		No

Do you have the module EVCTM ? Yes		No









	ADDITIONAL INFORMATION 


Indicate below all additional information which seems useful to you 






















Date :

By: 						Signature
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