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Electronic transmission of ICSR(s) to INFARMED, I.P
The procedures described below apply when mechanical, program, electronic or communication failures occur, and electronic reporting of ICSR(s) is not possible within the expedited reporting timelines as defined in the Community legislation.


The following three scenarios are applicable to reporting in the pre- and post-authorisation phase:
1. Failure of transmission of ICH M2 safety or acknowledgement messages at the Sender’s gateway;
2. Failure of generation of ICH M2 safety or acknowledgement messages at the Sender’s database;
3. Failure of ICH M2 safety or acknowledgement messages receipt in the event of a prolonged non-availability of the INFARMED Gateway.

In case of a system failure in the electronic transmission system that affects the expedited e-reporting of ICSR(s) to the National Competent Authority, please ensure that the authority is informed accordingly in line with the procedures outlined below.
The Report Sender may contact the authority to inquire about the missing Acknowledgement Messages if they are not received within two business days.

There is a specific template to facilitate the communication during an event of system failure based on the three scenarios described above, available on the INFARMED website - E.T. FORM 
(http://www.infarmed.pt/web/infarmed/entidades/medicamentos-uso-humano/farmacovigilancia/transmissao-electronica-ram).

The addressee and address for physical media deliveries are specified in the mentioned form.

When the problem that led to the system failure is corrected, the company should notify it to the authority by email transmissao.electronica@infarmed.pt, containing necessarily information on the date of resolution of the failure.

1. Failure of transmission of ICH M2 safety or acknowledgement messages at the Sender’s gateway
	Timing
	Scenario
	Action/Event

	During failure
	Sender can generate a message but cannot transmit it.

	· Notify the Report Receiver (INFARMED) via email transmissao.electronica@infarmed.pt, submitting the appropriate template (E.T. Form).

· Send by recorded delivery: 

- Physical media containing ICSR(s); 

- The completed E.T. Form available at Infarmed website.

	Post-Failure
	The system is working again.

	You will receive the automatically generated ICH M2 acknowledgement message(s) for the reports you sent by physical media via the INFARMED Gateway.

Resume normal transmission without re-transmitting the ICSRs you transmitted previously by physical media. 


2. Failure of generation of ICH M2 safety or acknowledgement messages at the Sender’s database
	Timing
	Scenario
	Action/Event

	During failure
	Sender cannot generate a message therefore an alternative transmission process is required. 


	· Notify the Report Receiver (INFARMED) via email transmissao.electronica@infarmed.pt, submitting the appropriate template (E.T. Form).

· Send paper report(s) in an internationally acknowledged format (CIOMS I) to the following email transmissao.electronica@infarmed.pt, writing “Failure of safety message generation at sender’s side” on the subject.

	Post-Failure
	Generation of messages is working normally again.

	· Send a notification by email transmissao.electronica@infarmed.pt informing that the failure at the sender’s side has been resolved, using the appropriate template (E.T. Form).

· Transmit electronically all reports sent by email. You will receive the automatically generated ICH M2 acknowledgement message(s)* from the receiver.


* This will allow for the change of the electronic receipt date of the report by the EudraVigilance system to match the date when the report was sent by fax.

3. Failure of ICH M2 safety or acknowledgement messages receipt in the event of a prolonged non-availability of the INFARMED Gateway
	Timing
	Scenario
	Action/Event

	During failure
	INFARMED Gateway is not working.
	· Send by recorded delivery: 

- Physical media containing ICSR(s);

- The completed E.T. Form available at Infarmed website.

	Post-Failure
	The system is working normally again.
	You will receive the automatically generated ICH M2 acknowledgement message(s) for the reports you sent by physical media via the INFARMED Gateway. 


Resume normal transmission without re-transmitting the ICSRs sent by physical media. 
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