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Electronic Transmission of ICSR

Testing procedure with INFARMED

ATTN: All Marketing Authorisation Holders / Sponsors of Clinical Trials
This document focuses on the testing procedure to be followed by MA Holders / sponsors of clinical trials in order to swiftly advance into full paperless production with INFARMED, allowing the exchange (sending and/or receiving) of adverse drug reactions cases (ICSRs). The system implemented by INFARMED is fully compliant with E2B standards and has been thoroughly tested with EMA.

In order to fully implement Electronic Transmission of ICSRs with MA holders / sponsors of clinical trials, INFARMED recommends the following procedure:
Testing Procedure

In order to start testing with INFARMED, the company should fill the document “Electronic Transmission - Company Details Form - EN” 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, after which you will receive an email in order to start the procedure.
Phase 1. Sending of 10 predefined test cases to INFARMED test environment (Gateway ID: INFARMEDPT), which can be fictitious but must be consistent and as thorough as possible, according to the template/form “Electronic Transmission - Reporting Test Form - EN” available at: 
http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/FARMACOVIGILANCIA/TRANSMISSAO_ELECTRONICA_RAM.
The form should be returned to INFARMED (transmissao.electronica@infarmed.pt) upon successful completion of the test (ACK 01 for all cases), together with the CIOMS I form of each case. 

Phase 2. If the cases submitted during the test phase are considered acceptable, the company is allowed to submit cases by electronic transmission only (i.e., enters full paperless production).

However, if the ICSRs sent during the test phase contain serious errors or have low quality, INFARMED may request an additional phase – pilot production phase – in which the company is asked to send 5 additional ICSRs, reportable to the Portuguese Competent Authority, to INFARMED’s production system (Gateway ID: INFARMED); tho corresponding CIOMS I forms should be sent in parallel to the email address transmissao.electronica@infarmed.pt. These pilot production cases will correspond to the cases that the company receives routinely and that would normally be reported to INFARMED regardless of the implementation of electronic transmission. The CIOMS I forms sent by email should be named after the WWID of the case to which they refer, and that name should also be mentioned in the narrative.
Please note that once in pilot production, no CIOMS I forms should be sent to the e-mail addresses previously used for expedited reporting to INFARMED (ptcioms@infarmed.pt for Portuguese cases and intcioms@infarmed.pt for non-Portuguese cases).
Electronic Transmission of ICSR

Testing procedure from INFARMED to MAH/sponsor
Testing procedure

In order to enable INFARMED to start testing with MAH/sponsor of clinical trials, please:

1) If when filling the “Electronic Transmission - Company Details Form - EN” the company chose partial electronic transmission and after completion of partial electronic transmission wishes to upgrade to full electronic transmission, an email should be sent to transmissao.electronica@infarmed.pt in order to be able to start transmission from Infarmed to your company.
2) INFARMED will inform the MAH / sponsor of clinical trials when all test and/or pilot production cases have been sent.

3) The MAH/sponsor of clinical trials informs INFARMED, after checking the cases, on the conclusion of the test and/or pilot production phase and subsequent move to final production.

Gateway ID and Receiver Details for INFARMED

	Gateway ID’s for INFARMED


	ID
	Description

	INFARMED
	Production - ICSR and SUSAR

	INFARMEDPT
	Test - ICSR and SUSAR


	E2BM / M2 receiver details for INFARMED


	E2B data element
	Description
	Maximum length
	Value

	A.3.2.
	Receiver
	-
	-

	A.3.2.1
	Type
	1
	2

	A.3.2.2a
	Receiver organization
	60
	INFARMED, I.P.

	A.3.2.2b
	Receiver department
	60
	Directorate of Risk Management for Medicines

	A.3.2.2c
	Title
	10
	Dra.

	A.3.2.2d
	Given name
	35
	Ana

	A.3.2.2e
	Middle name
	15
	Carmona

	A.3.2.2f
	Family name
	35
	Araújo

	A.3.2.3a
	Street address
	100
	Av. Brasil, 53

	A.3.2.3b
	City
	35
	Lisbon

	A.3.2.3c
	State or Province
	40
	Lisbon

	A.3.2.3d
	Postcode
	15
	1749-004

	A.3.2.3e
	Country code
	2
	PT

	A.3.2.3f
	Telephone
	10
	217987141

	A.3.2.3g
	Telephone extension
	5
	

	A.3.2.3h
	Telephone country code
	3
	351

	A.3.2.3i
	Fax (number)
	10
	217987397

	A.3.2.3j
	Fax extension
	5
	

	A.3.2.3k
	Fax country code
	3
	351

	A.3.2.3l
	E-mail address
	100
	transmissao.electronica@infarmed.pt
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