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Electronic Transmission of ICSR

Testing procedure with INFARMED

ATTN: All Marketing Authorisation Holders

Since 14th September 2007 INFARMED has been ready to start the final test procedure of Electronic Transmission of ICSR to MA Holders. This document covers the testing procedure required by the companies.
Only MA Holders in paperless production with INFARMED are eligible to receive ICSR.
Because the systems adopted by MA Holders may have different specificities, INFARMED proposes several test scenarios, each with a different predicted timeframe for conclusion. However, if a company wishes to propose its own test procedure, INFARMED is available to discuss it.  

Test Phases and Conclusion Predicted Times

Possible options for testing in the test environment (predicted conclusion time)
a) No testing in the test environment; or
b) Receive one test case (1 day); or

c) Receive 10 test cases (similar to the pre-defined test cases required by the EMEA) (5 days)

Possible options for testing in the production environment (predicted conclusion time)
a) No pilot production phase (direct entry to paperless production); or

b) Receive the 10 most recent cases (retrospective pilot production) by electronic transmission (5 days); or

c) Receive 10 real-time cases (prospective pilot production) by electronic transmission and simultaneously by paper (conclusion time depending on the number of reportable cases received by the National Competent Authority).

d) Receive 30 real-time cases (prospective pilot production) by electronic transmission and simultaneously by paper (conclusion time depending on the number of reportable cases received by the National Competent Authority).

e) Receive all real-time cases (prospective pilot production) by electronic transmission, and simultaneously by paper, during a period of up to 3 months (up to 3 months).
Testing Procedure

To start the testing phase, the MA Holder should:

1) Fill in the form “INFARMED_Electronic_Reporting_Testing_Requirements_Outbound”, available at:

http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/FARMACOVIGILANCIA/TRANSMISSAO_ELECTRONICA_RAM
and return it to transmissao.electronica@infarmed.pt.

The date planned for starting the tests should be stated in the e-mail.

2) INFARMED will answer the MA Holder on the feasibility of the proposed calendar

3) INFARMED will inform the MA Holder when the test phase and pilot production have been completed.
4) The MA Holder will inform INFARMED, after the cases have been verified, of the successful conclusion of the pilot-production and the authorisation for paperless production.
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