


Adverse Drug Event 4
(Adverse Drug Experience) 0€

Any untoward medical occurrence in a patient or cliniclal subject administered
a medicinalproduct and whichdoes not necessarily have a causal relationship with
this treatment
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ADE=ADR &Medication error



What is ADRS? Cur'd yesterday of my disease
[ died last night of my physician.

WHO Definition
Any response to a drug

which IS noxious &
unintended & which occurs
at doses in man for

prophylaxis, diagnosis or

treatmant.



Adverse Drug Reaction A D

R

A response to a medicinal product which is noxious and unintended |
Response in this context means that a causal relationship between a

medicinal product and an adverse eventis at least a reasonablepossibilitya
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CLASSIFICATION OF ADRS
(RAWLIN AND THOMPSON CLASSIFICATION)

Type A - Dose related — expected — extension of pharmacological effects
Salbutamol and tachycardia

Type B - Non dose related — bizarre — more serious
Penicillin rash
Type C - Dose and time related — related to cumulative drug use
NSAID’s induced Nephropathy
Type D - Delayed effects — carcinogenesis and teratogenicity
Thalidomide and phocomelia
Type E - End-of-use - due to withdrawal
Addisonian crisis after steroid withdrawal
Type F - Failure of therapy

Prescription, diagnosis, missed selection of the medicine or doses.




Types of ADRs........

Type |Type of characteristics example
effect

Augmented Dose dependent Hypoglycaemia-
predicted from the insulin

known
pharmacology of the
drug
B Bizarre Unpredictable Anaphylaxis to
Dose independent  penicillin
Rare,fatal
& Chronic Prolong treatment  Analgesic neuropathy
D Delayed After years of Antipsycotic —turdive
treatment dyskinesia

E End of use Withdrawal effect GC withdrawal=>




Type A Type B Type C Type D Type E Others

Side effects | Allergic Drug Teratogenicity Withdrawal | latrogenic
reactions dependence reactions

Secondary Idiosyncrasy | Cumulative Mutagenicity Photosensitive

effects toxicity reactions

Toxic effects Organdamage | Carcinogenicity Masking of

diseases
Poisoning Immuno Exacerbation

suppression

of disease

Intolerance
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- Types of allergic reactions
1 Type F immediate, anaphylactidgb
Ae.g., anaphylaxis withenicillins
1 Type I cytotoxicantibody (gG IgM)
Ae.g., methyldopa and hemolytic anemia

1 Type I} serum sicknesddG IgM)
Aantigenantibody complex
Ae.g.,procainamideinduced lupus

1 Type I\ delayed hypersensitivity (T cell)
Ae.g., contact dermatitis
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Thalidomide Phocomelia, heart defects, gut atresia

Warfarin Saddle nose, retarded growth, defects of limbs, eyes and
CNS

Corticosteroids Cleft palate and congenital cataract

Androgens Masculinisation in female

Oestrogens Testicular atrophy in males

Ethanol Fetal alcohol syndrome

Valproate Neural tube defects

Phenytoin Cleft lip/palate, microcephaly, mental retardation

Aminoglycosides Deafness
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A
No risk

B
No evidence of risk
in humans

C
Risk cannot be ruled
out

D
Benefit may out
weigh potential risk

X
Contraindicated

Adequate studies in pregnant women have failed
to demonstrate a risk to the fetus

Adequate human studies are lacking, but animal
studies have failed to demonstrate a risk to the
fetus

No adequate studies in preg women, & animal
studies are lacking or have shown an adverse
effect on fetus, but potential benefit may warrant
use of drug in preg women despite potential risk

There is evidence of human fetal risk, but the
potential benefits from use of drug may be
acceptable despite the potential risk

Studies in humans or animals have demonstrated
fetal abnormalities, and potential risk outweighs
possible benefit

Inj. Magnesium sulfate,
thyroxine

Penicillin, amoxicillin,
erythromycin,
paracetamol

Morphine, atropine,
corticosteroids,
thiopentone, bupivacaine

Aspirin, phenytoin,
carbamazepine,
valproate, lorazepam

Estrogens, isotretinoin,
ergometrine



Withdrawal Reaction Type E

Acute adrenainsufficiency_corticosteroids

ReboundHypertention clonidine

Worsening of angina pectorisete blockers



Common Causes of ADRs

{ Antibiotics

1 Antineoplastics

{ Anticoagulants

{ Cardiovascular drugs*
1 Hypoglycemics

{ Antihypertensives

1 NSAID/Analgesics

{ Diagnostic agents
 CNS drugs*

*accounbfdr of fataRA
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Onset of Event 4D %
Acute
Within 60 minutes

Subacute
1 -24 hours

Latent
>2years



40'?

J

MYpFK d9CI D3 X



0 /0

Not require arAntidote,therapy or prolongation of hospitalization(Example :side
effect)

Modrate:

Require a change in, but noecesserilycessation of drug and may prolong
hospitalization or require special treatment

Severe

Are potentially life threateningequireing discountinutionof the drug and
specific treatment of the ADR

Lethat

Directly or indirectly contributes patient death



Body Systems Commonly Involv A 0'?

' Hematologic

CNS
 Dermatologic/Allergic
 Metabolic

| Cardiovascular

| Gastrointestinal

' Renal/Genitourinary
 Respiratory

| Sensory

—a & _&a _a _a _a _a _a _a




ADR Risk Factors ,40'?

 Age (children and elderly)
 Multiple medications
 Multiple comorbid conditions

' Inappropriate medication prescribing, use, or
monitoring

| Endorgan dysfunction

| Altered physiology

| Prior history of ADRs

' Extent (dose) and duration of exposure

| Genetic predisposition
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Very Common

More than 1 in 10
Common:

1in10 to1lin 100
Uncommon:

1in 100 to11n 1000
Rare:

1in 1000 to 1 in 10000
Very rare:

Less than 1 in 10000
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