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Where do I come from  



Stating the problem….

§ Although medical and pharmacy students may recognize the importance of ADR
reporting and express the intention to report ADR, they are insufficiently
prepared to handle ADRs and have inadequate pharmacovigilance
competencies.





What future healthcare professionals need to know about
pharmacovigilance & risk management of medicines
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Updated core competencies in pharmacoepidemiology to inform
contemporary CV and training (academia, government and
industry) – ISPE, 2022

1) Epidemiology
2) Clinical Pharmacology 
3) Regulatory Science
4) Communication and other 

professional skills
5) Statistics, analysis of data and 

science

6) New competencies (Judith Jones 
et al, 2012): digital health 



A single tale of two stories

Ready-Made Bouquet, Rene Magritte (1956)



Teaching uncertainties…

“The education of young physicians should overcome the level of the few
questions in a crash course. Of course, they should not all become
methodologic or theoretical experts. (…) But they should at least be familiar
with the terms of the debate, the way of arguing, so that they can recognize
what arguments are used in what circumstances, and whether they want to
be swayed by them.

In the end, they should recall that “the art is long, life short” meaning in this
instance that medical history has shown repeatedly that erring is possible,
despite the best arguments. We should not be afraid to teaching them
uncertainty”.

Vandenbroucke JP. Observational research and evidence-based medicine: What should
we teach young physicians? J Clin Epidemiol. 1998;51(6):467–72.



WHO PV Core CV for University Teaching



Undergraduate level – Integrated Master in Pharmaceutical 
Sciences (FFUL)

Mandatory

ØPharmacology I and II (3rd Year) 
ØPharmacotherapy I (4th Year) and Pharmacotherapy II (5th year)

ØRisk Management of Medicines and Health Products (5th year)

Option
ØPharmacoepidemiology & Pharmacovigilance (new 2022/3: Health 
Technology Assessment)

2022/23



Teaching environment

The therapist, Rene Magritte (1937)

• Academia 

• Regulators (INFARMED, EMA)

• Regional Pharmacovigilance Units (UFLSS)

•Public Health Institute (INSA, IP)

• Pharmaceutical Industry & CROs

•Health-care providers

•Patients’ organizations

• (…)



New scenarios?... 

Luís Tinoca. A importância da formação pedagógica na carreira docente universitária. 
Universidade de Lisboa, 5 a 7 de setembro de 2022.



…new learning approaches  

Luís Tinoca. A importância da formação pedagógica na carreira docente universitária. 
Universidade de Lisboa, 5 a 7 de setembro de 2022.



Teaching methodologies



Teaching methodologies



Postgraduate level – Master in Regulation and Evaluation 
of Medicines and Health Products & other courses (FFUL)

PHARMACOVIGILANCE



The role of Regional Pharmacovigilance Unit at FFUL

üInternships for students

ü‘Real-world’ examples
üCase reports
üCausality assessment, etc.
üCase-studies

üResearch (undergraduate and post-graduate students)



Pharmacovigilance should be a Public Health priority…..

Public health is ultimately a question of 
what kind of society we wish to live in.

Sweden 2004, National Health Plan




