
Risk of overdose with venlafaxine 
associated with alcohol consumption

Venlafaxine is an antidepressant belonging to the group of selective serotonin and norepinephrine reuptake inhibitors 

(SSNRIs), used in the treatment of major depressive episodes, as well as for the treatment of panic disorder and anxiety.

Cases of venlafaxine overdose have been reported to the European Eudravigilance database (including reports 

from the Portuguese National Pharmacovigilance System), some of which had fatal outcomes. The most frequently 

reported adverse reactions associated with overdose include mydriasis, tachycardia, vomiting, seizures, and 

altered consciousness (from drowsiness to coma).

Individuals undergoing treatment with venlafaxine should be advised not to consume alcohol, due to the 

potential worsening of underlying psychiatric conditions, as well as the risk of adverse interactions with the drug, 

including central nervous system depressant effects. This recommendation is particularly important considering 

that most cases of overdose were associated with simultaneous use of alcohol and/or other medications.

To minimize the risk of overdose, it is recommended to prescribe the lowest dose of venlafaxine necessary to 

adequately control the patient's condition, as severe intoxication symptoms can occur in adults after ingesting 

approximately 3 grams of venlafaxine. Severe intoxication may require complex emergency treatment, and in 

cases of suspected venlafaxine overdose, immediate contact with the CIAV – Portuguese poison Information 

Center (800 250 250) - is advised.

Any case of drug overdose should also be reported to the National Pharmacovigilance System in order 

to contribute to increasing the knowledge on the safety profile of medications and to  identifying any new 

associated risks.
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Strengthening of information 
about fatal and potentially fatal 
drug interactions with certain 
immunosuppressants, including 
tacrolimus

Nirmatrelvir + Ritonavir
Paxlovid

Physicians: hospital emergency, internal 
medicine, infectioius diseases, pneumology, 
oncology, haematology, nephrology, cardiology and 
transplantation units

21-03-2024

Compiled by Patrícia Catalão

Pharmacists: hospital

Medicines containing 
pseudoephedrine - risks of 
reversible posterior encephalopathy 
syndrome (RPES) and reversible 
cerebral vasoconstriction syndrome 
(RCVS)

Pseudoefedrina
Aerinaze, Actifed, Aspirina 
Complex, Bisolgripal, Cegrinaso, 
Claridon, Dinaxil, Grinhals, 
Holsigrip, Sinutab II

Physicians: general/family medicine, allergology, 
ENT, neurology, pneumology, internal medicine, and 
corresponding Medical Societies 

09-02-2024

Pharmacists

New measures regarding 
the potential risk of 
neurodevelopmental disorders in 
children conceived by men treated 
with valproate during the three 
months prior to conception

Valproic acid/
semi-sodium valproate
Ácido Valpróico Generis, Ácido 
Valpróico Ratiopharm 300 mg, 
Ácido Valpróico Ratiopharm 500 
mg, Depakine, Depakine Chrono 
300, Depakine Chrono 500, 
Depakine Chronosphere, Diplexil, 
Diplexil 150, Diplexil 300, Diplex-
il 500, Diplexil 1000, Diplexil-R, 
Valproato de sódio Altan

Physicians: neurology, psychiatry, general/family 
medicine, child psychiatry, and neuropaediatrics

19-02-2024

Pharmacists: community and hospital pharmacies
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Quality of data in ADR reports

Spontaneous reporting of Adverse Drug Reactions (ADRs) is the cornerstone upon which the National Pharmacovigilance 

System (NPS) relies. According to national legislation, any suspected ADR can be reported to the NPS by healthcare 

professionals and/or citizens. The importance of ADR reporting is reflected in the possibility of identifying safety issues 

associated with the use of medications that were not detected during their development. The collected information 

is evaluated in an aggregated manner to help characterize the overall safety profile of the medication.

This assessment may result in updates to the Summary of Product Characteristics (SPC) and corresponding Patient 

Information Leaflet, or in the implementation of additional measures to manage certain important risks, including 

Educational Materials or Direct Healthcare Professional Communications (DHPC).

The preferred reporting method is online through the RAM Portal, which is available on the INFARMED website. Other 

communication methods are accepted, as described in the Patient Information Leaflet included in the packaging of 

each medication, as well as in the medication's profile in the INFARMED INFOMED Medicines Database.

 

The RAM Portal allows for easy, accessible, and rapid reporting/insertion of suspected adverse reactions through its 

link. It has two online forms: one for healthcare professionals and one for patients. Some health units have web 

services that allow direct connection to the RAM Portal; in these cases, the report is transmitted directly to the NPS.

Considering the potential impact that ADR reporting can have on characterizing a medication's safety profile, it 

is extremely relevant to focus on reporting cases with quality. In this sense, providing as much data as possible 

is encouraged. The information provided should be consistent and properly filled in the fields of the RAM Portal 

(Table 1)

Patient

• Initials

• Sex at birth

• Date of birth

or age at the date of 

the ADR

• Clinical history

• Weight

• Height

 Medicinal product

• Trademark name /DCI

• Batch

• Pharmaceutical form

• Dosage

• Posology

• Route of administration

• Start and end dates

• Dose reduction 

or suspension

• Therapeutic indication

• Concomitant medication

ADR

• Description

• Start and end dates

• Duration

• Evolution

• Seriousness criteria

• Treatment

• Causal relation with the 
medicine

Table 1. Relevant information to be filled in on RAM 
Portal for communication of the ADR case

https://extranet.infarmed.pt/INFOMED-fo/
https://www.infarmed.pt/web/infarmed/submissaoram


Although, for the report to be valid, as few as four data points only are necessary (some information about the 

patient, the suspected medication, the description of the ADR, and the reporting person’s name and contact details), 

information related to the medical history, concomitant medication, procedures/tests performed, and the patient's 

clinical evolution are all also relevant for the assessment of the case. Despite patient anonymization, it is essential to 

obtain the reporting person’s contact details to clarify any queries and/or request additional information. Personal 

data sent is kept secure and confidential, serving only for the case assessment. 

The cases received on the ADR Portal are transmitted to the European pharmacovigilance database Eudravigilance, 

allowing for greater data aggregation and the earlier detection of potential new safety issues. Reporting ADRs with 

quality information is not only an ethical and deontological duty, essential in monitoring the safety of medicines, but 

also an act of altruism in defence of Public Health.

Andreia Ascenso, Cristina Mousinho, Fátima Bragança

Report an adverse drug reaction here.
Find answers to your questions about the ADR Portal here.

http://www.infarmed.pt/web/infarmed/submissaoram
http://www.infarmed.pt/documents/281/1992697/Volume+21,+n%C2%BA.+11,+November+2017/bb0ad1e5-d7d8-402e-9e4d-571f1d62679a?version=1.0
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Physicians: cardiology, neurology, internal medicine, 
haematology, immuno-haemotherapy, anaesthesiology, 
orthopaedics, vascular surgery, family medicine and 
gastroenterology, as well as corresponding clinical 
directors

Pharmacists: hospital pharmacy services directors

Recommendations for the physicianAflibercept
Eylea

05-02-2024

Intravitreal injection technique – 
video

Physicians: ophthalmologists who prescribe Eylea

Prescriber’s guideApixaban
Apixabano Mylan

05-02-2024

Médicos: cardiologistas, neurologistas, internistas, 
hematologistas/imuno-hemoterapeutas, anestesistas, 
ortopedistas, cirurgiões vasculares, médicos de família 
e gastroenterologistas, bem como diretores clínicos 
respetivos

Guia do PrescritorApixabano
Apixabano Mylan

09-04-2024

Farmacêuticos: diretores dos serviços farmacêuticos 
hospitalares

Patients Alert card

28-03-2024

Paediatric prescription guideDabigatrano etexilato
Pradaxa

29-04-2024

Physicians: cardiology, internal medicine, 
haematology, immuno-haemotherapy, Family 
medicine, paediatrics, oncology

Brigatinib
Alunbrig

Potencial contaminação microbiana 
e passos em caso de cultura positiva

Darvadstrocel
Alofisel

02-04-2024

Physicians: surgery and gastroenterology

Método de administração

Método de administração (vídeo)

Instruções de receção e 
armazenamento

Cont'd overleaf �

Intravitreal injection technique 
pictogramme

Guide for the therapeutic 
indications of  mCNV, BRVO/CRVO, 
DME, AMD

Patients

Healthcare professionals: surgery, 
gastroenterology, nursing

Pharmacists: hospitalares

https://extranet.infarmed.pt/INFOMED-fo/
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/566c2158eac2409ab68fefa6ba6ca394_Eylea_Recomendacoes_medico_versao_10_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/6e95e66c5d2a493d97133a48a9ce206f_Eylea_Video_procedimento_injecao_intravitrea_versao_9_24-01-2024.mp4
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/6e95e66c5d2a493d97133a48a9ce206f_Eylea_Video_procedimento_injecao_intravitrea_versao_9_24-01-2024.mp4
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170364/6f2168b17b7642fe9e6627c0b72235e7_Apixabano_Mylan_Guia_prescritor_versao_1_15-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170364/6f2168b17b7642fe9e6627c0b72235e7_Apixabano_Mylan_Guia_prescritor_versao_1_15-05-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/168464/9b673cebaa7e47c285868a78667ea229_ALUNBRIG_cartao_do_doente_versao_3_21-02-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/172684/218ed5e8959745419c3de1d145ddd2e7_Pradaxa_Guia_Prescricao_Pediatrico_v2_14-03-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/168926/ffadfd1dd18243a3a7319a9d6db09426_Alofisel_Contaminacao_microbiana_versao_3_11_03_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/168926/ffadfd1dd18243a3a7319a9d6db09426_Alofisel_Contaminacao_microbiana_versao_3_11_03_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/168944/8207d53cdc58492d8a9e046ded208d8a_Alofisel_Metodo_de_administracao_versao_2_11_03-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/168925/b70316b4397a4b6d9c9d191e1ee36c6e_Alofisel_Video_Administracao_versao_2_11_03_2024.mp4
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/168924/06b5adba32994613bec376506dac4cc8_Alofisel_Instrucoes_de_rececao_versao_2_11_03_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/168924/06b5adba32994613bec376506dac4cc8_Alofisel_Instrucoes_de_rececao_versao_2_11_03_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/4327b2cb619444fd83b12c66ebce2a47_Eylea_Pictograma_procedimento_injecao_versao_5_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/4327b2cb619444fd83b12c66ebce2a47_Eylea_Pictograma_procedimento_injecao_versao_5_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/e7c7a4c81131429e9cd2b2370857e384_Eylea_Guia_doente_versao_7_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/e7c7a4c81131429e9cd2b2370857e384_Eylea_Guia_doente_versao_7_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159984/e7c7a4c81131429e9cd2b2370857e384_Eylea_Guia_doente_versao_7_24-01-2024.pdf


Prescriber’s guideDeferasirox
Deferasirox Accord, Deferasirox 
Generis, Deferasirox Mylan, 
Deferasirox Teva

29-02-2024

Posology and biological monitoring 
checklist

Pattients

Physicians: immuno-haemotherapy, haematology and 
paediatrics

Guide

CardElranatamab
Elrexfio

06-03-2024

Patients

GuideFoslevodopa + 
Foscarbidopa
Duodopa, solução para  
perfusão

01-04-2024

Patients

Guide for healthcare professionalsGilteritinib
Xospata

01-02-2024

Physicians: haematologists who may prescribe  
Xospata

Prescriber’s checklist and consent 
form for prescription to female 
patients 

Isotretinoin
Isotiorga

19-02-2024

Physicians: dermatology, general/family medicine and 
GYN/OBS

Farmacêuticos

Doentes

Pharmacist’s checklist – guidance 
for dispensing to female patients 

Alert card

Informação de Segurança para 
Profissionais de Saúde

Lenalidomide
Revlimid

Physicians: haematology 
Pharmacists: dos Serviços Pharmacists dos hospitais

Risk awareness form - female 
patient with childbearing potential

Risk awareness form - female 
patient without childbearing 
potential

Cont´d �

Cont'd overleaf �
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https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/164444/e159cc909cac4a5b922058d174677d10_Deferasirox_Guia_prescritores_v2_04-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/164444/18af58530c74435298372b8cd23a2527_Deferasirox_Lista_verificacao_medico_v1_04-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/164444/18af58530c74435298372b8cd23a2527_Deferasirox_Lista_verificacao_medico_v1_04-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/164444/207638224ea042eaa55dadc416f6969c_Deferasirox_Guia_doentes_v2_04-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/165644/20b344a10aed48a8922490edd4d00be4_Elrexfio_Cartao_doente_versao_1_18-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/167784/28691213bbaa455693d60b583de2ceb2_DUODOPA_240mgml_12mgml_sol_perf_guia_doente_versao_1_07-08-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/159128/13dfdae65bd3473f80d92db87a615018_Xospata_Guia_Profissionais_saude_v3_31-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162384/aed041d256d843a1a7ba1ff6dd4611cf_ISOTIORGA_Lista_Verificacao_Prescritor_versao_1_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162384/aed041d256d843a1a7ba1ff6dd4611cf_ISOTIORGA_Lista_Verificacao_Prescritor_versao_1_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162384/aed041d256d843a1a7ba1ff6dd4611cf_ISOTIORGA_Lista_Verificacao_Prescritor_versao_1_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162384/d3aa7a6f7b324c97b70ba221b04ba0eb_ISOTIORGA_Lista_Verificacao_Farmaceutico_versao_1_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162384/b70d7512dbd04e9a906d073a026ff118_ISOTIORGA_Cartao_Alerta_Doente_versao_1_24-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/77111c9c0cd94546919507ccee047f1f_REVLIMID_Brochura_PS_versao_12_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/77111c9c0cd94546919507ccee047f1f_REVLIMID_Brochura_PS_versao_12_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/94dfb7dff01546f6b90e29c0d3221ae1_REVLIMID_Formulario_Consciencializacao_Doente_sexo%20feminino_COM_potencial_engravidar_versao_6_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/94dfb7dff01546f6b90e29c0d3221ae1_REVLIMID_Formulario_Consciencializacao_Doente_sexo%20feminino_COM_potencial_engravidar_versao_6_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/331c205e3f29411fbdfcd82042c73025_REVLIMID_Formulario_Consciencializacao_Doente_sexo%20feminino_SEM_potencial_engravidar_versao_6_11_01_2024.pdf.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/331c205e3f29411fbdfcd82042c73025_REVLIMID_Formulario_Consciencializacao_Doente_sexo%20feminino_SEM_potencial_engravidar_versao_6_11_01_2024.pdf.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/331c205e3f29411fbdfcd82042c73025_REVLIMID_Formulario_Consciencializacao_Doente_sexo%20feminino_SEM_potencial_engravidar_versao_6_11_01_2024.pdf.pdf
https://extranet.infarmed.pt/INFOMED-fo/


Risk awareness form - male patient

Brochure - female patient with 
childbearing potential

Brochure - Female patient without 
childbearing potential

Brochure - Male patient

Patients

01-02-2024

Informação de segurança para o 
médico sobre Increlex

Mecassermin
Increlex

01-03-2024

Informação de segurança para o 
Doente sobre a deficiência primária 
de IGF-1 e o Increlex

Patients

Physicians: especialistas em endocrinology pediátrica 
e pediatras que fazem endocrinology nos hospitais

Guide Metreleptina
Myalepta

11-03-2024

Patient/caregiver guidePatients

Healthcare professionals: Who prescribe the product 
or are otherwise involved in the treatment of patients 
with lipodystrophy (endocrinologists, paediatricians, 
internists, nurses, and pharmacists)

Safety checklist Pirfenidone
Pirfenidona Accord, Pirfenidona 
Generis

23-04-2024

Physicians: pneumology

Information for healthcare 
professionals

Pomalidomide
Imnovid

Healthcare professionals: haematologists and 
pharmaceutical services

Risk awareness forms for:

Women with childbearing potential

Women without childbearing 
potential

Male patients
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https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/0126984da0264951a3d9af84308e0f40_REVLIMID_Formulario_Consciencializacao_Doente_Masculino_versao_7_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/c33d16fd5f56408f824af8798501b5bf_REVLIMID_Brochura_Doente_sexo%20feminino_COM_potencial_engravidar_versao_11_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/c33d16fd5f56408f824af8798501b5bf_REVLIMID_Brochura_Doente_sexo%20feminino_COM_potencial_engravidar_versao_11_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/7e1131d6bf4c4a60ad14641d815d5a44_REVLIMID_Brochura_Doente_sexo%20feminino_SEM_potencial_engravidar_versao_11_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/7e1131d6bf4c4a60ad14641d815d5a44_REVLIMID_Brochura_Doente_sexo%20feminino_SEM_potencial_engravidar_versao_11_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/2/162564/5106da17277f4e368aad9a3a2cd5dcb1_REVLIMID_Brochura_Doente_sexo%20masculino_versao_12_11_01_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/164584/35bdddaee3934768915a7de3871bea51_Increlex_Folheto_medico_versao_8_10-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/164584/35bdddaee3934768915a7de3871bea51_Increlex_Folheto_medico_versao_8_10-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/164584/06d14dc285b94b8fb6f635948244d512_Increlex_Folheto_doente_versao_7_10-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/164584/06d14dc285b94b8fb6f635948244d512_Increlex_Folheto_doente_versao_7_10-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/164584/06d14dc285b94b8fb6f635948244d512_Increlex_Folheto_doente_versao_7_10-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/166284/4d75f19be0354162a57674000cd88c8a_Myalepta_Guia_profissionais_saude_versao_2_12-07-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/166284/72e117081bd44f94ab3e5501c8d896a2_Myalepta_Guia_doente_cuidador_versao_2_12-07-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/171564/39789bd19cba40b5b5f8c47ade23e108_Pirfenidona_Lista_verificacao_Accord_Generis_versao_1_02-11-2023.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/9113c3f848254a5aab4456a477cf3295_IMNOVID_Informacao_Profissionais_Saude_versao_7_09_02_24.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/9113c3f848254a5aab4456a477cf3295_IMNOVID_Informacao_Profissionais_Saude_versao_7_09_02_24.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/00407ffd011c4eec9570813e6b155b9e_IMNOVID_Formulario_Consciencializacao_Riscos_Mulheres_Com_Potencial_Engravidar_versao_3_09_02_24.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/7aa82bbf0d964938bfb6255667682b03_IMNOVID_Formulario_Consciencializacao_Riscos_Mulheres_Sem_Potencial_Engravidar_versao_3_09_02_24.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/7aa82bbf0d964938bfb6255667682b03_IMNOVID_Formulario_Consciencializacao_Riscos_Mulheres_Sem_Potencial_Engravidar_versao_3_09_02_24.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/1e410c5ffdf74c54aa5ca0c0ee9de8ee_IMNOVID_Formulario_Consciencializacao_Riscos_Doente_Sexo_Masculino_versao_3_09_02_24.pdf
https://extranet.infarmed.pt/INFOMED-fo/


Patients Brochure – Important safety 
information for:
Women with childbearing potential

Women without childbearing 
potential

Male patients

09-04-2024

GuideQuizartinib
Vanflyta

Physicians: haematology

20-04-2024

Prescriber’s guideRivaroxaban
Epicar, Rivaroxabano Alter, 
Rivaroxabano Anova, 
Rivaroxabano Aurovitas,  
Rivaroxabano Azevedos, 
Rivaroxabano Ciclum , 
Rivaroxabano Farmoz, 
Rivaroxabano Generis, 
Rivaroxabano Germed, 
Rivaroxabano Krka, Rivaroxabano 
Pentafarma, Rivaroxabano 
Pharmakern, Rivaroxabano 
Ratiopharm, Rivaroxabano 
Sandoz,  Rivaroxabano Stada, 
Rivaroxabano Tarmix, 
Rivaroxabano Tecnigen, R
ivaroxabano Teva, Rivaroxabano 
Viatris, Rivaroxabano Zentiva

Physicians: paediatric cardiology, paediatrics, 
paediatric  oncology, haematology, paediatric surgery, 
cardiology, orthopaedics, general/family medicine, 
vascular surgery, and internal medicine

27-03-2024

CardTeclistamab
Tecvayli

Patients

02-03-2024

Compiled by Patrícia Catalão

What do they mean?
ADR  Adverse Drug Reaction

EMA  European Medicines Agency

MA  Marketing Authorization

PL   Patient Information Leaflet 

PRAC  Pharmacovigilance Risk Assessment Committee (EMA)

SmPC  Summary of Product Characteristics
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Alert cardZoledronic acid
Ácido Zoledrónico Altan, 4 mg/100 ml
Ácido Zoledrónico Altan, 5 mg/100 ml

Patients

28-03-2024

Alert card

https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/e1d678b396be4342b85ae8e2257c4c10_IMNOVID_Brochura_%20Mulheres_Com_Potencial_Engravidar_versao_7_09_02_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/f1417b2d12884161943ef9bd4ec3972d_IMNOVID_Brochura_Mulheres_Sem_Potencial_Engravidar_versao_7_09_02_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/f1417b2d12884161943ef9bd4ec3972d_IMNOVID_Brochura_Mulheres_Sem_Potencial_Engravidar_versao_7_09_02_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/170264/e83bedddcf5a4ed3b74d4701a1911a7d_IMNOVID_Brochura_Doente_Sexo_Masculino_versao_7_09_02_2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/4/171585/ac1c5db981a24b43a0053ee443f12661_VANFLYTA_Guia_profissionais_saude_v1_25-01-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/168404/97933bed78354402924c582042c87891_RIVAROXABANO_Guia_Prescritor_versao_1_27-02-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/164904/be47752fa9604979bb7ad7663c110ce3_Tecvayli_Cartao_Doente_versao_2_%2021-02-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/168424/ff58d02c5bd94ef7a4dbb43ffa5bd2ea_Acido_zoledronico_Altan_cartao_do_doente_versao_1_14-03-2024.pdf
https://extranet.infarmed.pt/INFOMED-fo/download-ficheiro.xhtml?tipo_doc=MMR&filename=SEGURANCA/2024/3/168444/598fba8bf5b44acc85a717e4c35853dc_Acido_zoledronico_Altan_cartao_do_doente_versao_1_14-03-2024.pdf


ADRs in the Literature

Why don't healthcare professionals report more? 
This systematic review showed that, although they are easily modifiable factors, the knowledge and attitudes of 

healthcare professionals remain the main determinants of underreporting ADRs, namely:

• ignorance (only serious ADRs need to be reported)

• lethargy (procrastination, lack of interest, and other justifications)

• complacency (the belief that only well-tolerated medicines are allowed on the market)

• timidity (fear of appearing ridiculous by reporting what is merely a suspected ADR)

• insecurity (it is almost impossible to determine whether a medicine is responsible for a specific ADR)

• lack of feedback

Additionally, in this review, questions about confidentiality and the lack of a requirement to report emerged as new 

reasons for underreporting.

• García-Abeijon P et al. Drug Safety (2023) 46:625–636

... But patients are increasingly involved in reporting ADRs

... At least in France. This analysis of the French pharmacovigilance database confirms this. The reports have 

predominantly been submitted by women, younger age groups, and through a web portal. Mostly less serious ADRs 

are reported. The authors conclude that reporting activities are not only related to medical and medication factors, but 

also to social factors, with digital tools potentially playing an important role.

•Adopo D et al. Eur J Clin Pharm (2023) 79:229–236

What do patients describe in their reports?
The authors of this qualitative study identified six common themes in patients' descriptions of ADRs: frequency, 

duration, development in intensity, timing of occurrence, triggering factors, and improving factors. In other words, 

typically factors that are important for a professional analysis of ADRs.

• Van Lint JA et al. Drug Safety (2023) 46:1039–1047

Lost in Translation:
the use of pharmacovigilance terms in different languages
This renowned researcher investigated the translation of 26 pharmacovigilance terms in 26 languages, through a 

panel of 83 pharmacovigilance professionals. Three types of terms emerged: those that are similar in all or almost 

all the languages studied (e.g., "signal," "risk"); those that are similar in form in some languages but not all (e.g., 

"pharmacovigilance," "surveillance"); and those for which there are significant differences between languages (e.g., 

"danger"/"hazard"). Misunderstandings in pharmacovigilance communication can arise due to translation difficulties. 

It could be interesting to have a multilingual glossary of terms and definitions, which could be used to program 

automatic translators.

• Aronson JK. Drug Safety (2022) 45:1363–1368

https://pubmed.ncbi.nlm.nih.gov/37277678/
https://link.springer.com/article/10.1007/s00228-022-03422-y
https://link.springer.com/article/10.1007/s40264-023-01343-y
https://link.springer.com/article/10.1007/s40264-022-01223-x

