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Waiver Program – Reporting of Serious

Expedited Adverse Reactions
To: Marketing Authorization Holders/Sponsors of Clinical Trials
The Directorate of Risk Management for Medicines informs that the submission to INFARMED of Adverse Drug Reactions occurring outside Portugal will not be necessary, as long as the MA Holder/Sponsor has successfully completed the testing phases with INFARMED, and, simultaneously, submits all expedited non-EU Cases to the EMEA and non-Portuguese EU cases to the corresponding Member State or Country in the European Economic Area. 

This waiver is applicable:

- Regarding spontaneous cases, PMS and other studies, to all medicines and all expedited cases occurring outside Portugal (Literature cases included)

- Regarding Clinical Trials, to all SUSAR occurring outside Portugal.

In order to formalize this waiver program the following is required: either a statement of mutual agreement by the MA Holder/Sponsor on the conditions of this program, or by filling out the form Waiver Program Statement – Reporting of Serious Expedited Adverse Reactions, available at http://www.infarmed.pt/portal/page/portal/INFARMED/MEDICAMENTOS_USO_HUMANO/FARMACOVIGILANCIA/TRANSMISSAO_ELECTRONICA_RAM.
Any further information should be requested to following e-mail:

 transmissao.electronica@infarmed.pt or by phone +351 21 798 71 41.
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