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Electronic transmission of Individual Case Safety Reports 
Update October 2008

In accordance with Community Legislation, Regulation 726/2004 and Directive 2001/83/EC as emended, Individual Case Safety Reports of adverse reactions involving medicinal products for human use have to be send electronically to Eudravigilance.
It is to remember that this modality is mandatory from  November 2005.
Italian Medicines Agency (AIFA) has a national computerised system to collect and manage safety reports; it is fully operational. 

For every data entry or data update in national database, an e-mail is sent to MAH to inform him about the new case reported with his drug. So it is not necessary sending the serious cases occurred in Italy to EMEA because AIFA will provide to send them by Gateway.
MAH aware of a serious ADR occurred in Italy which was brought  to his attention by healthcare professionals, has to send the report to the local health Unit PV responsible that will include it in data base. 
The  responsible of PV of Company, authorized to access to national pharmacovigilance network, have to input the reports from literature of serious ADR occurred in Italy attaching the article in PDF format.
All national ICRSs (spontaneous and literature), input in the national network, are sent in Eudravigilance after 10 days in order to allow a quality control before of electronic transmission in Eudravigilance..

So Pharmaceutical companies registered  within EMEA, in compliance with guideline ICH E2B, should transmit electronically just extra UE reports in EVPM addressing a copy to AIFA when the suspected drug has been authorized by mutual recognition procedure and the Reference Member State is Italy.
Paper transmission is accepted only as an exception only in presence of technical problems.
WORLDWIDE UNIQUE CASE IDENTIFICATION NUMBER
Some Companies asked to know the Worldwide unique case identification number related to Italian reports concerning own products. Having regard that AIFA is the first organisation to receive the report from a health professional and create an electronic ICRS the “Safety Report ID” and “Worldwide unique case identification number” are the same and are formed by the sequence as reported in  the following example:
IT-MINISAL02-00000 in which 00000 is the code number released by national pharmacovigilance network when an ICRS is loaded; this number is sent by e-mail automatically at MAH.
Technical Specification for AIFA are these the same  as the EMEA requirements described in "NOTE FOR GUIDANCE EUDRAVIGILANCE HUMAN VERSION 7.0 PROCESSING OF SAFETY MESSAGES AND INDIVIDUAL CASE SAFETY REPORTS (ICSRS) (Document dated 3 August 2004, Doc. Ref. EMEA/H/20665/04/Final)"

Acknowledgment reports will be sent and, for each ICSR sent, it will be communicated the outcome transmission (01 = report loaded, 02 = report not all loaded, 03 = parsing error): in additional AIFA will provide to send a “Warning” in case medicinal or active substance denominations are different from Italian’s.

TRANSMISSION TEST

If Companies wish to test the transmission with AIFA through Eudravigilance, they can do it .Our Test ID is MINSAL01 
The procedure for testing with AIFA system is the following:

1) Tell me your ID (test and production): we will provide to load it in our system.

2) Send test cases to MINSAL01. I have attached the word document with some examples of test cases.

3) Once you have sent these, wait for receiving Acknowledgment message. 

4) Once you have received Acknowledgment message, please send a mail to eudravigilancepm@aifa.gov.it-
5) After a day without receiving acknowledgment message, please send a mail to eudravigilancepm@aifa.gov.it and to  servicedesk@almavivaitalia.it
6)     

After a successful transaction, you can start the transmission towards MINISAL02 (Production environment)
INFORMATION TO USE IN RECEIVER FIELD (A.3.2.) TO SEND ICSR TO AIFA

	Description
	Value

	Receiver Type
	Regulatory Authority

	Receiver Organization
	Minisal02 (production enviroment)
Minsal01  ( test enviroment)

	Receiver Department
	Pharmacovigilance

	Receiver Title
	Dr

	First Name
	Mauro

	Middle Name
	

	Last Name
	Venegoni

	Street Address
	Via Sierra Nevada 60

	City
	Roma

	State or Province
	

	Postal Code
	00144

	Country
	Italy

	Telephone
	

	Telephone Extension
	06 59784738

	Telephone Country Code
	+39

	Fax
	06 59784142


CONNECTION PROBLEMS

In case technical problems do not consent the electronic transmission, Companies have to use an alternative way such as fax or direct transmission of files in XML format (if the problem concerns Gateway). Anyway it should be précised, in the paper form, that Company is sending files by other modalities owing to “Failure of safety message generation at Sender’s (or receiver)side”

When the system becomes again available, Company has to send electronically the reports previously sent just in paper form.
SUSAR TRANSMISSION

About SUSARs transmission, please note that Minisal02 (production enviroment)

Minsal01 (test enviroment) cannot be used for submitting SUSARs, but only for postmarketing ICSRs. 

SUSARs must be notified to AIFA by e-mail to the following recipient: susar-ita@aifa.gov.it At the same time, they must also be addressed to EMEA by Eudravigilance.

CONTACT POINT

Referring to Eudravigilance post-marketing, Company can contact AIFA at following e-mail address:

eudravigilancepm@aifa.gov.it







Dr. Mauro Venegoni

Rome, 3 October 2008
	Test Cases. Eudravigilance System


 
	
	Reports
	ID Safety Report
	Id
	Description

	1
	ICSR Report
	
	Gateway MINSAL01
	

	2
	Parent child report
	
	Gateway MINSAL01
	

	3
	Safety Report with case of death
	
	Gateway MINSAL01
	

	4
	Safety Report with field duplicate (A. 1.11.1) 
	
	Gateway MINSAL01
	


