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•Estrutura dos dados

•Código dos campos

•Campos novos

•Campos eliminados

•Secções repetíveis

•Dimensão dos campos

•Valores nulos (NullFlavor)

•Listas de valores
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PRINCIPAIS ALTERAÇÕES (4) - EMENDA

There may be instances, where an ICSR which has already been submitted may need to be amended for example
when, after an internal review or according to an expert opinion some items have been corrected (such as adverse 
event/reaction terms, seriousness, seriousness criteria or causality assessment) but without receipt of new
information that would warrant submission of a follow-up report. The same would apply where documentations
mentioned in an ICSR, translations or literature articles are requested by competent authorities and are further sent as 
attachments in line with ICH E2B(R3).

Guideline on good pharmacovigilance practices (GVP) Module VI – Collection, management and submission of reports of suspected adverse 
reactions to medicinal products (Rev 2)
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NI (No Information) – Sem informação

MSK (MaSKed) – Omissão por questões de segurança/privacidade

UNK (UNKnown) – Desconhecido

NA (Not Applicable) – Não aplicável

ASKU (ASKed but Unknown) – Questionada mas desconhecida

NASK (Not ASKed) – Não questionada”
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AA – Acknowledgement Accepted (01)

AE – Acknowledgement Error (02)

AR – Acknowledgement Rejected (03)
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INFORMAÇÃO A RETER

EV-WEB ou base de 
dados própria

ICH E2B (R3) Termos EDQM

Formas
farmacêuticas

Vias de 
administração
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