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Electronic Transmission of ICSR
What to do in case of system failure
ATT: Marketing Authorisation Holders / Sponsors of Clinical Trials
In case mechanical, electronic or communication problems arise that prevent successful electronic transmission of ICSRs, the following procedure should be followed:  
1. It is recommended to wait for two hours after sending the files in order to confirm that a failure in electronic transmission has occurred, since there may be some delays in the processing of the files by the system.
2. If it is not possible to confirm that the files were successfully transmitted, INFARMED should be contacted using the phone number +351217987141, as well as by email (to transmissão.electronica@infarmed.pt), attaching the form provided below, duly filled in.
3. MAH / Clinical Trials Sponsor should wait for INFARMED’s answer concerning the possible explanation for the system’s failure and/or how the MAH / Sponsor should proceed (resend the ICSRs by xml, confirm the receipt of the acknowledgement resent by INFARMED, or send the cases in CIOMS I forms). In no case should the affected ICSRs be resent by fax or email without previous permission from INFARMED.
4. When the system’s failure remains unresolved for more than three days and legal reporting timelines become compromised, INFARMED will request the CIOMS I forms of the missing cases, again together with the form provided below duly filled in, after which one of the following procedures apply:

a. The system failure is attributable to Infarmed:
The CIOMS I sent will then be manually inserted in INFARMED’s database and the MAH / Sponsor will be provided with the corresponding WWIDs. Any additional information on theses cases received by the MAH / Sponsor must be provided to INFARMED on paper/email (mentioning the WWID given by INFARMED), who will then update the ICSRs in its database. As such, the MAH / Sponsor must ensure that the ICSRs initially created in their database are not transmitted to any partner.
b. The system failure is not attributable to Infarmed:

The CIOMS I sent will not be manually inserted in INFARMED’s database, and the MAH/Sponsor is requested to resend the case(s) via xml as soon as the technical issues are resolved. It is of utmost importance that the resent ICSRs include in the narrative the information that the ICSR is being submitted after the legal timeframe, together with a brief explanation of the reason, the CIOMS reference and submission date. 

Given the fact that problems in electronic transmission may not be resolved immediately, we strongly recommend MAH / Sponsor to send the ICSRs as soon as possible, and in no case later that 12 days after receipt of the case by the MAH / Sponsor, in order to ensure that legal timelines are not compromised should there be any problem in electronic transmission.

	To:
	INFARMED, I.P.

Directorate of Risk Management for Medicines
Parque de Saúde de Lisboa

Av. Brasil 53 – 1749-004 Lisboa
	email:

Phone:
	transmissao.electronica@infarmed.pt
+351 217987141

	
	
	
	

	From:
	
	Phone:
	

	
	
	email:
	

	Re:
	System failure on electronic transmission of ICSRs

	Cc:
	


Dear Sir/Madam,

According to the procedure “What to do in case of system failure - EN”, we hereby inform of failure in electronic transmission of ____ ICSRs.
	WWID(s) of the missing ICSRs
	Xml file names containing the ICSRs 
	Retransmission date of xml files, if applicable 
	CIOMS I submission date, if applicable
	ICSR WWIDs given by INFARMED (to be filled in by INFARMED)

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Yours sincerely,







INFARMED, I.P. -  Parque de Saúde de Lisboa, Av. Brasil, 53     1749-004 LISBOA Portugal
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