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What’s the use of PhV?

Ethics Principles

e Beneficence / Non maleficence
e Autonomy

e Equity

e Confidence
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What’s the use of PhV?

Primum non nocere
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Medical practice is all about

Risk Management

e Informative interview

e Detailed observation

e Proper diagnosis

e The best and safer treatment
including patient’s informed consent!
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Safety
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Drug Development:
the «fast/safe» imbalance

(ICH M3 guideline)

Simultaneous non-clinical
& clinical development
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EFPIA
The Pharmaceutical

Industry in Figures
Key Data 2022

Drug Development

PHASES OF THE RESEARCH AND DEVELOPMENT PROCESS

Screening (10,000 molecules)

0 5 years 10 years 15 years 20 years 25 years
patent expiry SPC (supplementary protection
certificate) max. + 5 years

10 years of R&D 2 to 3 years of
administrative procedures
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Patient Risk Minimization
in clinical practice

57 YO woman, taking letrozole as
for the treatment in
nostmenopausal women with
normone-dependent advanced
Dreast cancer

Carotid territory TIA
Past hx of gastritis
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Patient Risk Minimization
in clinical practice

Stroke prophylaxis
o ASA?
e Clopidogrel?
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Patient Risk Minimization
in clinical practice

Stroke prophylaxis

o ASA - GI upset; pt takes 20 mg
omeprazole PRN

e Clopidogrel decreased effect due to
cytochrome P450-isoenzyme 2C19
inhibition

e Double risk of antiplatelet action failure
(letrozole + omeprazole)
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Maleficent potential of a drug

e exposure in months
*Risk factor knowledge

ePharmacovigilance System efficiency

Time



Post-marketing safety

Key contribution of HCPs to
improve drug safety

e Spontaneous reporting of adverse
events o

Notificar Reacao

Se j& se encontra registado, p.f. efetue login no site do Infarmed para obter as vantagens do
registo.

Notificag
medicam

Bem-vindo ao Po
Farmacovigilancia

Neste Portal pode

Este site utiliza cookies. Ao carregar em "Aceitar”, esta a consentir a sua utilizag@o. Podera saber mais acedendo a nossa pagina sobre utilizagéo de cookies.
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Post-marketing safety

Spontaneous reporting of adverse
events

Key contribution of HCPs to improve
drug safety

e Rare events
e Drug-drug interactions

Empowers prescribers and end-users
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Patient-doctor relation

Reaching the patient

e Discussion on possible benefits and
risks AND its risk frequency

e Lay language

e Adequate documentation
Accommodating patient decision
and monitoring
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Patient-doctor relationship

Reaching the patient

e Adequate documentation
e SmPC / Patient Leaflet pdf!

Resultados:

Guia e condigdes de utilizagdo )
oT oy MG: Genérico; MB: MP: Pedidtrico

Base de dados de medicamentos de uso humano

Nome do Medicamento ¥ Forma Farmacéutica ¥ Titular de AIM ¥

Novartis Farma -

anci i - \ e Femara Letrozol Cormprimida fevestido ROt Produtos [}
g SUsLiRRRAtvas/DC! Pesquise o'seu medicamento: pelicuia om -,
2977 ve - Farmacéuticos, S.A.
W )
Comprimido revestido por Accord Healthcare, 3
: MG e
- Medimamenitos letrozol e Letrozol Accord Letrozol it 2.5mg S [ %} c
37395 A ) )
pEX RNz os 1 Comprimido revestido por
3 @ Letrozol Alter M Letrozol pell’czla PO 25mg Alter, SA. [ Y o (7]
(TS Apresentagoes Pesquisa Avangada >
106916 ) . . Laboratérios
Comprimido revestido por o -
\ o Letrozol Azevedos M6 Letrozol i 2.5mg Azevedos - Inddistria B L C
l o Atualizado a = Farmacéutica, S.A.
T8 Comprimido revestido por Lahoratérios
o Letrozol Ebrocite M6 Letrozol . P 2 5mg Azevedos - Indstria [ Y EE
P Farmacéutica, S.A.
Alnfomed ¢ a base de dados nacional de medicamentos de uso humano e destina-se a todos os cidados. - . Farmoz - Sociedade
Para que esta base de dados seja para todos, é fundamental a sua constante evolugao. Envie-nos as suas sugestoes. o Letrozol Farmoz M6 Letrozol s;'}zz:’"'do revestidopor mg Técnico Medicinal, [N L C
¥ esquisa SA.
O /. & infarmed [ Coraian B e
& Comprimid i \
e Letrozol Genthon M& Letrozol OMPrIMICO TEVEStIdo POT 5 5 mg Genthon, B.V. [, ) (o (5

pelicula
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Patient-doctor relation

Accommodating patient decision
and monitoring

o Literature + Regulator data
INFOMED

National lerary of Medicine — Base de dados de medicamentos de uso humano

National Center for Biotechnology Information

le Substéncias Ativas/DCI

2977
PubMed Advanced Search Builder Pubmed gov _  Medicamentos -
W 37395
User Guide
0 S Apresentacgoes
Add terms to the query box Y 106916
All Fields s Enter a search term l o Atualizado a /‘/
11/12/2022 /4
Show Index - k—m—“
An official website of the European Union  How do you know? v
Query box
Enter / edit your search query here EUROPEAN MEDICINES AGENCY
SCIENCE MEDICINES HEALTH

Medicines ~ Human regulatory v Veter regulatory v Committees v  News &events v  Partners & networks v  Aboutus v

Medicines

Search Download What we publish and when

Medicines under evaluation National registers
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How relevant is Pharmacovigilance
to Clinical practice

Improves post marketing safety
knowledge = Improvement on B/R

Empowers product end-users
(Patients + HCPs)

Key tool to master communication
with patient
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