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First launched in hard copy format at the Infarmed Innovation in Pharmacovigilance Symposium on 10th December last, 
this practical pharmacovigilance manual (Farmacovigilância em Portugal: 25 anos) is now also available in digital form.

Knowledge on adverse drug reactions, their causality, epidemiology and prevention, as well as risk minimization and 
mitigation strategies, are clearly essential in healthcare professionals’ pre and post-graduate training. This reference 
work can be used as a tool for teaching, research and medical decision making.

The manual is very accessible – in Portuguese, for free and online here. 

Pharmacovigilance eBook 

The  eBook can be browsed based on index and page numbers. You can also choose to download it and do keyword 
searches on your personal computer.
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Adverse reactions to radiographic contrast media: 
Allergy vs dose and administration-dependent reactions?

Radiographic contrast media (CM), namely intravascular, are associated with various serious and even fatal adverse reactions 
(ARs). The World Health Organization (WHO) considers CMs to be one of the drug groups most prone to medication errors.

SPCs state doses for an average 70-kg adult. However, the dose to be administered should be calculated based on the 
patient’s actual rather than estimated weight. The CM solution should be warmed up to 37ºC to decrease viscosity and 
minimize the chance of occurrence of ARs. 

The Figure below shows the evolution of the number of cases of ARs to CM reported annually to the Portuguese 
National Pharmacovigilance System between 1992 and 2017.

A total of 507 cases were reported and the reporting frequency in 2016 and 2017 was twice as high as in previous 
years. Females were affected in 56% of cases. Peak incidence was seen in the 50-69-year-old group, which is possibly 
related to a greater number of diagnostic exams undertaken in that age group.

In over one third of cases reported (36%) both the patient’s weight and the dose used were known, though not the 
perfusion rate and/or the type of ancillary exam for which the CM was employed.

Respiratory and cardiac ARs were observed in 107 cases (21% of total), eight of which had a fatal outcome. None 
occurred with skin manifestations which leads one to suspect they were possibly not allergic reactions but rather dose 
or mode of administration related.

In order to adequately assess whether an ADR was of an allergic nature or arose from an administration 
problem, it is important to know the type of ancillary diagnostic exam undertaken, the patient’s actual 
weight, the dose and the rate of perfusion of CM used, i.e., all the data necessary to decide whether the 
CM was given at the indicated temperature and perfusion rate and at the minimum necessary dose for the 
exam intended and for the subject’s weight. These data were not provided in most reports. 

In cases without cutaneous manifestations where an allergy to the CM is suspected, the patient should be sent in for 
allergy tests and the results of the latter fed back to the case reporting person.

Only reports with information of sufficient quantity and quality allow for adequate case assessment and can contribute 
to improving knowledge on the safety profile of medicinal products and to the implementation of any relevant risk 
minimization measures that prove to become necessary. 

Fátima Pereira de Bragança, Cristina Mousinho, Márcia Silva, Cristina Monteiro 
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What do they mean?

ADR 	 Adverse Drug Reaction

EMA 	 European Medicines Agency

MA 	 Marketing Authorization

PIL  	 Patient Information Leaflet 

PRAC 	Pharmacovigilance Risk Assessment Committee (EMA)

SmPC 	Summary of Product Characteristics

http://app7.infarmed.pt/infomed/downloadMatEduc.php?filename=Soliris/Soliris_Cartao%20de%20seguranca_v4_20190219.pdf
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http://app7.infarmed.pt/infomed/downloadMatEduc.php?filename=Elvanse/Elvanse_Lista_verificacao_antes_prescricao_versao_1_31-01-2019.pdf
http://app7.infarmed.pt/infomed/downloadMatEduc.php?filename=Elvanse/Elvanse_Tabela_monitorizacao_versao_1_31-01-2019.pdf
http://app7.infarmed.pt/infomed/
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New pathway for suspected ADRs in the Lisbon district

The Lisbon Regional Pharmacovigilance Unit (UFL) has decided to discontinue its activities in April.  This regional 
unit’s collaboration with Infarmed has been one of the core elements for the development and consolidation of the 
Portuguese National Pharmacovigilance System.

In order to ensure work continuity, and given its geographical proximity, Infarmed has firmed an agreement with the 
Setúbal and Santarém Regional Pharmacovigilance Unit (UFS) starting May 1st 2019.

ADR cases occurring within the Lisbon district and uploaded on to Portal RAM by healthcare professionals or 
patients will from now on be processed by UFS. In addition to the Portal, which is the preferential mode of report 
communication, cases may also be sent through to:

Unidade de Farmacovigilância de Setúbal e Santarém
Faculdade de Farmácia da Universidade de Lisboa
Av. das Forças Armadas
1649-019 Lisboa
Tel: 217 971 340 
E-mail: ufs@ff.ulisboa.pt
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