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Unavailability of the EudraVigilance Production Environment
Informative note 
Date: 23/02/2012

To: Marketing Authorisation Holders


INFARMED’s contact point: Directorate of Risk Management for Medicines; E-mail: transmissao.electronica@infarmed.pt; Phone: +351 21 798 71 40
EMA has communicated that the EudraVigilance Production Environment will not be available between  February 29 (17:00h) and  March 5 (09:00h), 2012.
During the above mentioned period the following modules of the EudraVigilance System will be affected:
· EudraVigilance database: acknowledgements for ICSR messages in which the Receiver is EVHUMAN should not be expected before Monday (acknowledgement type ’01’,'02' and ‘03’);
· EudraVigilance Web Application (including Post-Function);
· EudraVigilance Data Analysis System (EVDAS).
EV gateway users will not be affected, as the gateway will be operational during this period; therefore, they are requested to continue to submit ICSRs as normal.
However, for EVWeb users all ICSRs with reporting timelines finishing during the specified period should be generated and sent to Infarmed before  February 29.
The procedure described in the document What to do in case of system failure (updated February 2012) – EN1 remains applicable.
1 Available at: http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/FARMACOVIGILANCIA/TRANSMISSAO_ELECTRONICA_RAM.
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