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ADVERSE DRUG REACTION
(ADR)




Adverse Drug Reaction vs. Adverse Event
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Pharmacovigilance

Pharmakon (Greek) == medicinal substances
Vigilia (Latin) == to keep watch

Who Definition




Why Pharmacovigilance?



Drug Discovery and Development Timeline
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1. Insufficient evidence of safety from
clinical trials




2.To KEEP products on the market

Examples of product recalls due to toxicity:

Examples of serious and
unexpected adverse

events leading to
withdrawal of medicine

Thalidomide 1965 Phocomelia
Practolol 1975 Sclerosing peritonitis
Clioquinol 1970 Subacute nephropathy
SEneEIEET 1982 Nephrotc;zil::;/,icceholestatic

Terfenadine 1997 Torsade de pointes
Rofecoxib 2004 Cardiovascular effects

Anxiety, depression,

vierelize e 20 movement disorders
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3. Medicines are supposed to save
lives

® Dying from a disease is sometimes unavoidable; dying from a

medicine 1s unacceptable. Lepakhin V. Geneva 2005

It has been suggested that ADRs may cause 5700 deaths per year
in UK.

®  ADRs were 4th-6th commonest cause of death in the US in 1994
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4. To protect patients from
unnecessary harm

® Many ADRs are preventable

| (59%) were avoidable



5. To reduce healthcare expenses
ADRs are a huge burden 1

® 6.5% of admissions are due to ADRs
® Seven 800-bed hospitals are occupied by ADR patients.

® More recent data from EU as a whole :Cost due to ADRs in

EU: € 79 billions/year



0.1t can unveil lapses in BEST
PRACTICES
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Pharmacovigilance Major Aims

early detection of unknown safety problems
detection of increases in frequency
identification of risk factors

quantifying risks

communicating information

preventing patients from being affected unnecessarily
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Basic Model .1

Passive surveillance.2

Active surveillance.3
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