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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.

Hussain et al. J of Pharm Policy and Pract (2021) 14:5 .
Eur J Clin Pharmacol (2017) 73:891-899 https://doi.org/10.1186/540545-020-00287-3 Joumal of PharmaceUt'Fal
@ CrossMark Policy and Practice

DOI 10.1007/s00228-017-2237-z

PHARMACOEPIDEMIOLOGY AND PRESCRIPTION
RESEARCH Open Access

: : , ®
A global view of undergraduate education in pharmacovigilance Exploring healt,hcare profess 'Onals e
knowledge, attitude, and practices
Jenny Hartman' - Linda Hiirmark' - Eugéne van Puijenbroek ' towards pharmaCOV|g||a nce: a cross-sectional
survey
| 10.1580/50080.-623420140000400023 Rabia Hussain'?', Mohamed Azmi Hassali®, Furgan Hashmi* and Tayyaba Akram’

Causes for the underreporting of adverse
drug events by health professionals: a
systematic review
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CAUSAS DE LA SUBNOTIFICACION DE LOS EVENTOS ADVERSOS A MEDICAMENTOS
POR LOS PROFESIONALES DE LA SALUD: REVISION SISTEMATICA

CAUSAS DE SUBNOTIFI’CACAO DE EVENTOS ADVERSOS A MEDICAMENTOS POR
PROFISSIONAIS DA SAUDE: REVISAO SISTEMATICA
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What future healthcare professionals need to know about

pharmacovigilance & risk management of medicines

@ CrossMark

Drug Saf (2018) 41:1003-1011
https://doi.org/10.1007/s40264-018-0681-2

CURRENT OPINION

What Future Healthcare Professionals Need to Know About
Pharmacovigilance: Introduction of the WHO PV Core
Curriculum for University Teaching with Focus on Clinical

Aspects

. 1.2 . 12 . 3 4 Drug Saf (2014) 37:743-759
Rike van Eekeren " ) - Le:n Rolfes™“ - Andries S. :(oste ® - La;'g Magro™ - DOI 10.1007/s40264-014-0216-1
Gurumurthy Parthasarathi” - Hussain Al Ramimmy"™ * Tim Schutte ™ O -
Daisuke Tanaka’ - Eugéne van Puijenbroek'? - Linda Hirmark' SPECIAL ARTICLE

Published online: 13 June 2018

Teaching Pharmacovigilance: the WHO-ISoP Core Elements
of a Comprehensive Modular Curriculum

Jurgen Beckmann * Ulrich Hagemann * Priya Bahri * Andrew Bate * Ian W. Boyd *
Gerald J. Dal Pan * Brian D. Edwards * 1. Ralph Edwards * Kenneth Hartigan-Go *
Marie Lindquist - John McEwen * Yola Moride * Sten Olsson + Shanthi N. Pal -

Rachida Soulaymani-Bencheikh + Marco Tuccori + Claudia P. Vaca - Ian C. K. Wong

e , Published online: 30 August 2014
' Eﬁcl:\l/JELRDSAlgigEE I!):QI?:IISAB%ﬁ © Springer International Publishing Switzerland 2014
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What future healthcare professionals need to know about

pharmacovigilance & risk management of medicines

WHO PV Core Curriculum for University Teaching 1005

Table 1 Summary of the key aspects and content of the World Health Organization pharmacovigilance core curriculum for university teaching

Key aspect Knowledge Skills Attitude Examples of
teaching methods
Understanding the Drug-induced harm and Recognizing ADRSs and their Open mindedness of Story telling
importance of PV hospital admissions impact on individual patients  adverse outcomes of  parient interview
Historical examples drug use in
pharmacotherapy
Preventing ADRs General risk factors Choose right drug treatment Safe prescribing/ Problem solving
Individual risk factors dispensing Simulation, role play
Treatment guidelines and ADR monograph
safety information ADR report
Recognizing ADRs ADR classification Clinical reasoning Awareness of assessment
Risk factors Causality reasoning predictable and Prescribing safety
Confounding factors e s assessment
Epidemiology Internship
Managing ADRs ADR classification Choose right actions; patient Optimize risk-benefit
Seriousness and HCP communication; balance in an
. recording of ADR data individual patient
Severity
Reporting ADRs Limitations of premarketing Recognizing ADRS in practice Responsibility for ADR reporting
phase Complete reporting form sharing (reporting) of assignment
U FACULDAI Relevance of ADR reporting ADRs

i —=— UNIVERSII

“oversone FARMACIA

DE LISBOA Universidade de Lisboa

Documentation of ADRs




Updated core competencies in pharmacoepidemiology to inform

contemporary CV and training (academia, government and
industry) — ISPE, 2022

Updated core competencies in pharmacoepidemiology to inform \'
contemporary curricula and training for academia, government, and industry

Vicki Osborne !, Deborah Layton 2, Amie Goodin 3. Aimut G Winterstein %, Andrew Bate *, Catherine Cohet 5. Xavier Kurz 5. < ’
Lisa Pont °, David Moeny 7, Olaf Klungel , Simone Pinheiro *. John Seeger '’ K. Arold Chan ", Joshua Brown 2 12 ‘

' GW. part of Jazz Pharmaceuticals: 2 PEP] Consultancy Ltd, UK 3 University of Florida; 4 GSK: ® Ewropean Medicines Agency; ! University of Technology Sydney

(] [ ]
1 ) E p I e I I l I O O gy Food and Drugs Administration: ® Ulrecht University; ® AbbVie; ' Optum; ' National Taiwan Universily; '? Pfizer
Disclosures: Funding for the manuscnpt project provided by ISPE. The foflowing personal or financial relationships relevant to this presentati

> lon existed during the
Past 12 months/during the conduct of the study: Employment- GW Pharmaceuticals: IQVIA; GSK; Pfizer; AbbVie. Ccm.wlll.mlv’A(lw.\'o/y Board- Arbor P/,(,,,,,,,(}L,,[,(;‘,,g
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2) Clinical Pharmacology
3) Regulatory Science

Genentech Inc. Research Grant- Merck, Sharpe, Dohme; Amgen; Boehnnger Ingelheim: MSD; Takeda

Background
The first paper to specify the core content of
pharmacoepidemiology as a profession was published by an
ISPE workgroup in 2012.1 Pharmacovigilance, analysis of
éxposure data, epidemiologic methods, and communication
skills were the original core competency groups identified from
this work. The ISPE strategic plan 2016-2019 considered the
identification and development of the field a pricrity for the
society due to the broad and evolving scope of
pharmacoepidemiology.

Table 1. Updated core competencies in pharmacoepidemiology,

Core competency Koy word

Advanced statistical modelling techniques (o.g. GLM; GEE, LSVl Advanced Modeling Methods

1=Directly related to categery; 2=Indirectly related to category

Clinical
Pharmacology

mapped to five core domains

Categories

Regulatory

Professional
Skills
Statistics,

B analysis and

Data Science

Double robust
° e uble robustness Advanced Modelling Methods 1
A joint ISPE Academic Council /Education Committee working Multi-group comparisons Advanced Modelling Methods 2 1
group was established in 2017. The aim was to review and Benefit-Risk assessment methods Benefit-Risk 1 2 2
propose updates to the core competencies that could be used
to inform education program cumicula and thus provide well (L. o s Causal Mediation Analysis B 1
trained phamtacoepldemlologls& In academic, govarnment, Fundamental principals of comparative clinical trials, koy Clinical Trials 1 2
and lndustry. decisions of design, delivery and assessment. reporting and
Y meta-analysis
e Fundlng was secured from the ISPE Call for Manusmpgs in Distributed data networks and use of Common Data Models Common Data Model 2 1
S 2020. To ensure applicability of findings to multiple areas, the
g Appraiss arma a a 1 1
r O e S S I O n a S I group consisted of 14 ISPE with positions in ppraisal of pharmacoepidemiological research 2
academia, industry, govemment, and other settings. Data mining techniques 2 1
Expem mw from *“y to advanced career Embod(hng prospeclive data collection in secondary databases 2 1
pmw' an mulﬂpie countries across 4 for adi(hllonnil data collection : : - - :
[ wnum Many had Sbnmm emedence in development of Data sources and types of data in pharmacoepidemiology
b ° curricula within nghgf Education and/or teaching thereof. Quality and validation of data sources 1 2 1
S I S 1 Jones JK et al. PDS 2012; 21(7):677-689) Policy, public health and regulatory docision making 2 1 1
’ Demographic analysis 1 1
Basic principles of digital heaith 2 1
MethOds Global burden of communicable and noncommunicable diseasc 1
All compelendes outlined by Jones et al' were extracted from ﬂl.l(l public health intervention s‘lmlugu-s .
[ ] the manuscript and presented to the work group. Disease prevention strategies (inc screening)
Drug utilization, adherence, and switching 1 2 1
S ‘ I Following the Delphi technique principle, the working ,?;oup We';g Geriatrics, pediatric, pregnancy and other specific and special
asked to a) independently consider which competencies coul populations 4 i
still be considered “core” b) which were optional ¢) whether any Ethical issues in pharmacoepidemiology 2
further competencies should be added to the list and d) the Good Pharmacoepidemiology Practices guidelines 1 2
grouping to which the core competencies could be mapped. Hoalth economics modelling approaches 2 1
Th rthased ] dg were collated and used to Written communication of study methods, results and 1
ese expert-| udgements interpretation
identify consensus. It was noted that some competencies could Oral presentation of study methods, results and interpretation 1 1
contribute to multiple groups and could be directly or indirectly T s — : >
related to a group. Key-wotds were also identified to assist In lnl:»:;l)vc:llngtl(‘pldcmlologu, data: chance, bias, confounc ing, effec
ANOCHIC AT
mapping. Machine learning techniques 2 1
[
° Missing data and data imputation 2 1
| | I O I I ‘ ; Applications of omics data in epidemiology and public health
Resu|ts Common drug associated conditions, symploms and syndromes 2
Five core domains were proposed (Table 1): Types of adverse events (AB) by mechanism/classification
(1) Epldemlology, system ;
[ ] [ ] (2) Clinical Pharmacology, Basic principles of drug actions, pharmacokinetics and 2
(3) Regulatory Science, pharmacodynamics
e t a o I I a e a (4) Communleation and other pmmlonal s”"s' and Variability in drug response due lo drug-drug interactions, 2
(5) Statistics, analysis and data science. pharmacogenomics/genetics Ny
’ ¢ Professional networking skills Professional skills 1
In comparison to the original work by Jones et al, this P — 2 1
presented a shift over the past 10 years. In total, 53 individual Statistical programming skills rogramming s
competencies were proposed, of which many overlapped with Qualitative methods in health research Qualitative methods 2 1
the original competencies but also included some new Quantitative bias analysis — 1 29 T
competencies (e.g. basic principles of digital health). : DT LA
Regulatory reporting requirements 1
Some individual competencies were considered after core Basic phases of drug development and information obtained 1 2
4 domains were defined, though there was scope for revision if s
E F A RM AC I A they did not accurately reflect individual competencies Drug regulatory process and agencies
FAC U LDAD E D Risk management 1 2
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A single tale of two stories

RANDOMIZED TRIALS OR
OBSERVATIONAL TRIBULATIONS?

HE role of observational studies in the evalua-

tion of treatments is a long-standing and con-
tentious topic.! In this issue of the Journal, Concato
et al.? and Benson and Hartz® report that observa-
tional studies give results similar to those of random-
1zed, controlled trials. It these claims lead to more
observational studies of therapeutic interventions
and fewer randomized, controlled trials, we see con-
siderable dangers to clinical research and even to the
well-being of patients.
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STUART J. Pocock, PH.D.
DiANA R. ELBOURNE, PH.D.

London School of Hygiene and Tropical Medicine
London WCIE 7HT, United Kingdom
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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”.

U &% FACULDADE DE FARMACIA ' ' ICI
o UNIVERSIDADE DE L ISBOA Vandenbroucke JP. Observational research and evidence-based medicine: What should

gy CARMACIA we teach young physicians? J Clin Epidemiol. 1998;51(6):467—72.




WHO PV Core CV for University Teaching

WHO PV Core Curriculum for University Teaching

Fig. 2 Example of curriculum
levels of competence in PV
education. The pyramid shows
increasing complexity of key
PV aspects during university
education. Depending on the
local situation and structure of
the educational programme, a
Bachelor/Master division may
be absent. Apart from the
structure, increasingly complex
learning outcomes can be
offered throughout the
programme. ADR adverse drug
reaction, PV
pharmacovigilance. Adapted
from Koster et al. [36]
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WR: The student .....

..... is able to anticipate on potential adverse drug reactions when prescribing or designing
a pharmacotherapeutic treatment plan for an individual patient;

..... is able to recognize and interpret (expected and unexpected) adverse drug
reactions, occurring in real-life patients;

..... is able to design effective treatment interventions for patients, suffering from
adverse drug reactions;

_..... IS able to report adverse drug reactions to the locally recognized authorities.

/ BACHELOR: The student.....

.. is able to identify adverse drug reactions in authentic descriptions or examples
of (relatively simple) patient cases;

.. is able to explain the mechanism of relatively simple adverse drug reactions in terms
of pharmacological, toxicological principles and/or individual risk factors;

.. is able to suggest pharmacotherapeutic interventions for relatively simple cases of
adverse drug reactions.

YEAR 1: The student .....
..... knows the concept ‘pharmacovigilance’ and is able to describe the importance of
preventing, recognizing, managing and reporting adverse drug reactions;
| cones is able to give historical and current examples of drug-induced harm.



Undergraduate level — Integrated Master in Pharmaceutical

Sciences (FFUL)

Mandatory

»Pharmacology | and Il (3" Year)
»Pharmacotherapy | (4t Year) and Pharmacotherapy Il (5" year)

»Risk Management of Medicines and Health Products (5" year) \“E\N

2022/23

1

»Pharmacoepidemiology & Pharmacovigilance (new 2022/3: Health
Technology Assessment)

Option

: £
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A
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Teaching environment

|- Academia
|- Regulators (INFARMED, EMA)

* Regional Pharmacovigilance Units (UFLSS)

|- Public Health Institute (INSA, IP)

I- Pharmaceutical Industry & CROs

I- Health-care providers

The therapist, Rene Magritte (1937) I ® Pati e nts ’ O rg a n izati O n S
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New scenarios?...
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LISB0A UNIVERSIDADE DE LISBOA Luis Tinoca. A importancia da formacgcao pedagogica na carreira docente universitaria.

oo FARMACIA Universidade de Lisboa, 5 a 7 de setembro de 2022.
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...new learning approaches

Average Retention Rates

/ 5% Lecture

10% Reading

SoTL - ®  20% Audio-Visual
4 :

Scholarship of 30%
Teaching and ‘

- & . : |
Learning Participﬁtqy oy 50% Group Discussion

Teaching ™ o/
Methods

Demonstration

75%  Practice

90% Teaching Others

THE LEARNING PYRAMID ORIGINATES FROM THE NATIONAL TRAINING LABORATORIES (NTL) FOR APPLIED BEHAVIORAL SCIENCE, USA

U #L% FACULDADE DE FARMACIA o | o ~ - | -
LISBOA UNIVERSIDADE DE LISBOA Luis Tinoca. A importancia da formacgcao pedagogica na carreira docente universitaria.

" owvessoe FARMACIA

nnnnnnnn i Universidade de Lisboa, 5 a 7 de setembro de 2022.




Teaching methodologies

Projecto de Investigac¢ao
UC Farmacoepidemiologia / Farmacovigilancia

Tema 1: Estudo pds-autorizagdo de efetividade e sequranga da vacina Imvanex®

Objectivo: desenho de um protocolo de estudo destinado a dar resposta a uma questao concreta
de investigacao, em contexto real de utilizagao de um medicamento.

O Comité de Medicamentos de Uso Humano (CHMP) da Agéncia Europeia de Medicamentr-’~

recomendou, em julho de 2022, a aprovacgao da vacina Imvanex®, ja autori-- 'era" entre outros, compreender a abordagem dos Seguintes

contra a variola em adultos, de forma a estender a sua utilizagao contra a\

A decisao de recomendacao de aprovacdao desta vacina baseou-se nos n s o o2
1¢a0 e objetivos do Estudo de acordo com os requisitos

laboratoriais (dados nado clinicos) que sugerem que a vacina desencadeia a pro

¥ - ’ . . ~ ~
que visam o virus da variola dos macacos e podem assim ajudar a proteger cont udo (e.g. critérios de inclusdo e exclusdo), fontes de

g
iy

Vi | , il vais outcomes (seguranca e efetividade) / investigar e
No ambito da sua autorizacdo, foi solicitado pela EMA a realizagao de estudos obs @ W

infra European Public Assessment Report) com objetivo de recolher dados que

. . e , , -.iagens e limitagdes metodoldgicas do Estudo proposto;
relacao beneficio-risco em contexto real de utilizagao. Neste sentido, a companhia

5 ‘:*_{

adjudicou a realizagdo deste Estudo a uma multinacional, tendo sido constituida para

equipa de investigacdo que integrara farmacoepidemiologistas de diversos paises = https://www.ema.europa.eu/en/news/meeting-highlights-committee-medicinal-products-human-use-

Portugal representar-se-a nesta equipa, através de um conjunto de peritos selecionados UL, chmp-18-21-july-2022
=  EPAR Imvanex®: https://www.ema.europa.eu/en/medicines/human/EPAR/imvanex

0s quais terao como missao, a elaboracao de um protocolo deste estudo e a sua implementagao no

territorio nacional.




Teaching methodologies

Faculdade de Farmacia da Universidade de Lisboa
Mestrado Integrado em Ciéncias Farmacéuticas
U.C. Gestdo de Risco de Medicamentos e Produtos de Salide; 5° ano, 1° semestre

uuuuuuuuuuu
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Plano de

Gestao de Risco )

DE LISBOA

Visao Global do Produto
Parte Il Especificacoes de Seguranca
Parte Ill Plano de Farmacovigilancia

Parte |

Parte IV Planos para Estudos de Eficacia Pés-autorizacao
Parte V Medidas de Minimizacao do RiSCO (incluindo avaliacdo da eficacia das medidas de minimizacéo do risco)

Parte VI

Sumario do Plano de Gestao do Risco

|

_! g Planos para Estudos de Eficacia Pos-autorizacao

uuuuuuuu

UB g o e
B g Medidas de Minimizaczo do Risco

=S uto - B
U7 visao Global do Prod
A necessidade pr de um medic para d com esclerose multipla com fenctipo de doenca primaria progressiva e
gl e - | disfung3o cognitiva conduziu a que a i igag3o mais aprofundada de alg incertezas sobre os beneficios nestes doentes | Guia para o profissional de satide
ome comum) A | fosse remetido para a fase pos-AIM. Assim: | nitori nd:
| [substnda ativa (OCl ou e — h ‘ %@m& i com gt il & eraphusic ressontnca
Grupo farmacote ek (cocee Higia Pharmaceuticals L J I Estudo e Estado Sumrio dos objetivos i abordatd k| l J (i pa—— " Saoincluidos fluxogramas no gu; - L Precece e detes3 de anticorpos anticv
1zac50 de comercializagdo z 5 . S TSRS N0 BUR para médi
AW“ = ontexto de o] e GER Med'das de M' o e ol - - INCing80 da terapbutica com
a que este PGR se refere E -f- = d no contexto de uma autor i R 'n'm'za a = -
T speC| Ica?oes e seguranga nstancias excecionais 9 o do R'scO | Raton s e
owe de ducdo no ado s Eficacia a longo-p: |
procedimento bno Medidas de mini 3
descrico do produto i g ks i S ! * Tamanho e inf mizacgo do risco de rotina: e Posiive
Breve Doentes com esclerose multipla remitente-recidivante (EMRR) com deficiéncia cognitiva (> 18 anos) | | * Estatuto fe !nformaco escrita na embalagem es
| Histéria natural na condic3o indicada na S0 n3o tratada, incluindo morbilidade e mortalidade: hente | 82l do medicamento Duracdo do tratamento: <
1 Quando um doente & diagnosticado com EM & lhe atribuido um de trés possiveis fenotipos: EMRR, EM Primaria Progressiva e EM secundaria ientes * Cada embalagem contém uma r 2008 Duraglo do tratamento: »
] progressiva (Figura abaixo). 85% dos doentes com EM apresentam-se com EMRR, que se caracteriza por periodos de doenga n3o ativa n SR, tnica de misutorumab, dose | L
(remit alternada por peri de ataque (reci ). Apds uma recidiva o doente tende 2 melhorar o seu estado clinico até nova recaida. ia | h"m..-...,,.u* / 2 ."" iy 3 | Sem uso prévio de
A cada ataque, contudo, 2 melhoria do estado dinico & mais dificil, tendendo a resultar na progresz3o continua da doenga com pouca ou d CoGNeXYe f——— Tridngulo Preto — medica, Imuncssupressores s prévio de
nenhuma melhoria do estado dinico (EMSP). Estima-se que 3 EM reduza a esperanga media de vida em 7-14 anos. A disfung3o cognitiva & | ;M.leno 3 Monitorizaclo adicional | Indbee baino " =
Indicag3o no EEE uma consequéncia comum da doenca, afetando pelo menos 50% dos doentes com EMRR. | CognExy” | <352 d,:,::'::' Man Lettering pary ‘ e ~—ta
2 E i, et 3 .
| i _— = oo | ST e
‘ Forma farmacéutica e dosagem izfung3o cognitiva, fadiga, deprez:3 Itiple Scierosiz | et 8 et Para que efetuem a ....,,,'f'""‘ | —— Chrebro com ntervaton de
sta/sera sujeito a reavaliagio? : | mm— i) & oy
O produto AMS SPMS PPMS ﬁ e j e ramo o —— ‘!
| e ; i —— l ]
—————— z > Z | Estatuto legal do medj — o
e ——— e e~ sloes )
a8 a & Cada P ‘AL DE SAUDE mento sujeito a |
D ﬂ P | ober um cartgo do | ““""d“ﬂmdo-o-:f:m
5 ] | hOspitalar pelas suas caracteries s
- ~ - fa risticas |
ime Time Time Macologicas, novidade, ou |
raides de saide piblica, |
5 N |
o o o 13




Postgraduate level — Master in Regulation and Evaluation

of Medicines and Health Products & other courses (FFUL)

EN | T
LISBOA  Sioaoeoe . a ]
WNIVERSIDADE FARMACIA
DE LisaoA Unsversidade de Lisbos
FACULTY EDUCATION ~ ez o INTERNATIONAL LIVING@ FF ~ SERVICES AND PARTNERSHIPS MEDIA ~

N S 3
e B
> 2 j = = — 3 | 1 :
MASTER IN REGULATION AND EVALUATION OF MEDICINES AND HEALTH PRODUCTS !
P
s ‘ I i | Wl =
- : ‘ ’ i ‘ ‘v ’ i ’i .1 -
Aims . cE| ] - il “ I; : ‘ =
11l [ B PT | EN
AIMS W ;1,‘! ‘_4 | |
Coordenation ol ]
This course aims to increase de knowledge on all the regulatory aspects, laws and directives, science based approaches - | i B
Study plan on the Marketing authorisation in European Union for Medicinal Human Medicines and Veterinary Medicines. Furthermore, | } -
this course will include legislation in Health Products based on Medicinal Plants, Medical Devices as well as patent laws, - | i “SBDA FACULDADE DE {Pesquisu Q ]
Accreditation price regulation and others. N\, RSO FARM ﬁlﬁ
Career Opportunities This course will also guarantee the training of professionals that can work and solve complex issues in regulatory affairs : \ !
and can contribute to optimize decision making process. - FACULDADE ~ ENSINO ~ INVESTIGAGCAO ~ INTERNACIONAL ~ VIVER@FF ~ SERVICOS E PARCERIAS ~ MEDIA ~
Schedule .
Teaching Language
Fees and Tuition The classes are per default lectured in Portuguese unless non-Portuguese speaking applicant is admitted. If a non- ' i h
Portuguese speaking applicant is admitted, the great majority of lectures will be spoken in English. The large majority .
: ; : : VOMIto perdadevisio
Applications course contents and materials are written in English. boca seca dor de cabeca  dema
eantema febre miopatia
flebite tentativa de suicidio
Contact

PHARMACOVIGILANCE

CURSO POS-GRADUADO DE ATUALIZACAO EM FARMACOVIGILANCIA (72 EDICAO)

Objetivos

OBJETIVOS
Coordenagdo

A Farmacovigildncia € uma drea cientifica que tem como objetivo detetar, avaliar, minimizar efeitos adversos associados
Programa

a exposi¢do a medicamentos. Faz parte da avaliagdo da relagdo beneficio-risco do medicamento, e ao longo do seu ciclo
de vida, fornece importantes metodologias e técnicas estatisticas para identificar e prevenir reacgdes adversas a
medicamentos contribuindo assim para melhorar os indicadores de mortalidade evitdvel. A Farmacovigiléncia € uma das
dreas cientificas que dd suporte as atividades regulamentares na drea do medicamento e dispositivos médicos. Um dos

Destinatdrios

Propinas objetivos da Faculdade de Farmdcia da Universidade de Lisboa é a disponibilizagdo de cursos de 2° ciclo, conferentes e
Avaliagtio ndo conferentes de grau, que capacitem os profissionais, académicos e investigadores nesta drea de conhecimento cuja
perspectiva de abordagem a nivel de redes colaborativas internacionais é cada vez mais consistente. Todos os agentes
Candidatura na drea do medicamento, incluindo cidaddos tém um papel muito importante no Sistema de Notificagdo Esponténea,
fonte primordial da Monitorizagdo da Seguranga dos Medicamentos. Este curso aborda todas estas vertentes e pretende
Contacto ser um espago de atualizagdo e aperfeicoamento desta drea cientifica
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The role of Regional Pharmacovigilance Unit at FFUL

Unidade de
Farmacovigildncia
Lisboa, Setibal e Santarém

(. +351217 946 447 NM ufiss@ff.ulisboa.pt

v’ Internships for students

v ‘Real-world’ examples

v'Case reports
v'Causality assessment, etc.
v Case-studies

v'Research (undergraduate and post-graduate students)
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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
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