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APPLICATION FORM TO EXCHANGE ICSR VIA XML WITH AEMPS
(Version 1, 6th September 2016)

I inform that Mr/Mrs ______________________________________

Position _________________________________________________________
From the Pharmaceutical Company (*) 

	

	


 (*) Include in this table the name of the laboratories that are part of a group centralising the ICSR exchange with a single profile.
Requests to Agencia Española de Medicamentos y Productos Sanitarios to Exchange ICSR via XML. The qualified person responsible for PhV in Spain is:
	Name of Qualified person responsible for PhV in Spain
	Postal address
	Telephone
	Fax
	E-mail

	
	
	
	
	


The identifier issued by the EMA for the electronic transmission is as follows:
	ID-production

	


Please choose one option below:


□ Sending and receiving ICSR via XML

□ Sending ICSR to AEMPS via XML and receiving ICSR from AEMPS in paper.

Date: 

Signature _____________________________________
The AEMPS (Pharmacoepidemiology and Pharmacovigilance Division) will contact the applicant to acknowledge receipt of the request and agree on the dates to start exchanging ICSR via XML.
Send the application form to Registro General de la Agencia Española de Medicamentos y Productos Sanitarios C/ Campezo Nº 1, CP 28022, Madrid, Spain. This application form can also be sent by fax +34 91 822 53 36 or to this email address: fvicsr@aemps.es
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