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Waiver Program Statement – Reporting of Serious

Expedited Adverse Reactions
(this form is to be returned to transmissao.electronica@infarmed.pt)

	MA Holder/Sponsor (National Representative)

	Company Name:
	

	Address:
	


	Responsibility of Submission to EudraVigilance

	Company Name (if different)
	

	Contact person
	Name:
	

	
	e-mail:
	

	
	Telephone:
	

	
	Fax:
	


	Date of first transmition to EudraVigilance Modules

	
	Type
	Date/Comments

	
	Testing – Post Marketing
	

	
	Testing – Clinical Trial
	

	
	Production – Post Marketing
	

	
	Production – Clinical Trial
	


It is the understanding of the above mentioned MA Holder/Sponsor that the Submission of Adverse Drug Reactions to INFARMED of cases occurring outside Portugal is not necessary, as this MA Holder/Sponsor is submitting all expedited non-Portuguese non-EU Cases to EudraVigilance and non-Portuguese EU cases to the corresponding Competent Authority. Therefore, it is acceptable that these cases should not be submitted to INFARMED, as they are available to INFARMED through EudraVigilance.

	Signature:
	

	Date:
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