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LU N BASIC TERMS
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w=—=-Side effect- Any unintended/lunwanted effect of a
pharmaceutical product occurring at normal dosage which is related
to the pharmacological properties of the drug.

== Adverse drug reaction- A response to a drug which is noxious
and unwanted and which occurs at doses normally used in man for
prophylaxis, diagnosis, or therapy of disease or for the modification
of physiological function like allergic reactions

== Adverse event- Any unpleasant medical occurrence that may
present during treatment with a pharmaceutical product but which
does not necessarily have a causal relationship with this treatment.

== Adverse drug events extend beyond adverse drug reactions and
include in addition harmful effects due to overdoses, underdoses
and medication errors.
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Pharmacovigilance

science and
| activities relating to the detection,
~assessment, understanding and
 prevention of adverse effects or any
' other possible drug-related problems
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Types of ADR

‘ Bizzare/Unpredictable
@ Continuous/Chronic
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Bizzare/Unpredictable

ldiosyncratic Reactions:

Allergic / immune-mediated Reaction:
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C: Continuous/Chronic
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\ SEVERITY OF ADR

> g
w===Minor/Mild: do not require therapy, antidote or prolongation

of hogﬁalization.

il-=>-M6de'rate: Requires change in drug therapy, specific

treatment or prolongs hospital stay by at least one day.

S —Severe: Potentially life-threatening, causes permanent

gé or requires intensive medical treatment.

e

w=——|_ethal: D\iFﬂe'ctIy or indirectly contributes to death of the

patient.
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GRABING SCORE:

u-:—‘O-l;lﬁf:lverse event or within normal limits

M 1-Mild édverse event

w——2-Moderate adverse event

f-;»,?» -Severe and undesirable adverse event
M /threatenlng or disabling adverse event

w=——5-Death related to adverse event.

g
1. Aﬁ?s are categorized based on frequency as-

u-:—Verﬁ?)mmon- >10%
u-:—Common- >1% and <10%
w——Uncommon->0.1% and <1 %

IG:-/Rare- >0.01% and < 0.1%

Mrfare- <0.01%
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2. ADR are categorized based on avoidability as-

w= Defiffitély avoidable — adverse drug reaction was due to a drug
treatment / procedure inconsistent with present day knowledge of good
medical practice.

w——Possibly avoidable —adverse drug reaction could have been avoided

/ ,by an effort exceeding the obligatory demands of present day
kno@'dge of good medical practice.

w==Unavoidable- adverse drug reaction could not have been avoided by
any reasonable means.

. ' MECHANISM OF
TYPE-B ADR

“HYPERSENSITIVE REACTION”
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Humoral-Mediated

Cell-Mediated
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ADR ASSESSMENT
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Known ADRs and Side
Effects

Medication and
Device Error

Product

Defects

Unavoidable | Avoidable
y

Preventable
Adverse
Events

Remaining

Y Uncertainties:

o Unexpected
ADRs and side

Injury or Death effects

Unstudied uses

Unstudied

populations

PREVENTION OF ADR
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PREVENTION OF ADR
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