ADR & ADE
ADVERSE DRUG REACTION & ADVERSE DRUG EVENT

¢ The World Health Organization (WHO) defines an ADE as “any untoward medical occurren
may present during treatment with a pharmaceutical product but which does not ne
have a causal relationship with this treatment” (WHO 2005).

¢ The WHO defines an ADR as “a response to a drug which is noxious and unintended an
occurs at doses normally used in man for prophylaxis, diagnosis, or therapy of disease or
modification of physiologic function.” An ADR is a type of ADE whose cause can be di
attributed to a drug and its physiologic properties.



National Coordinating Council for Medication Error Reporting and Prevention (NCC
ADE as :

“Any preventable event that may cause or lead to inappropriate medication use or
while the medication is in the control of the health care professional, patient, or cons

ADVERSE DRUG REACTION || ADVERSE DRUG EVENT || ADVERSE DRUG



RX

CLASSIFICATION OF
ADVERSE DRUG REACTIONS

Traditionally, ADRs have been classified into two types:
|. Type A reactions

Sometimes referred to as augmented reactions - which are ‘dose-depend
predictable on the basis of the pharmacology of the drug

ll. Type B reactions

Bizarre reactions - which are idiosyncratic and not predictable on the basis of
pharmacology.

This is also known as the Rawlins-Thompson classification
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Subsequently, two further types of reaction were added: reactions related to
both dose and time, and delayed reactions, later labelled types C and D.

The last of these categories can be split into two: time-related reactions and
withdrawal effects.

lll. TYPE C
IV. TYPE D
V. TYPEE
More recently, a sixth category has been proposed: unexpected failure of therapy
VI. TYPEF




Type of reaction Mnemonic Features

Examples

Management

A: Dose-related Augmented e Common
¢ Related to a pharmacological

action of the drug

® Taxic effects:

Digoxin toxicity; serotonin syndrome with S5RIs

® Side effects:

# Reduce dose or withhold
® Consider effects of concomitant therapy

¢ Predictable Anticholinergic effects of tricyclic
® Low mortality antidepressants
B: Non-dose-related Bizarre ¢ Uncomman ® Immunological reactions: # Withhold and aveid in future
¢ Not related to a Penicillin hypersensitivity
pharmacological action of the drug  ® Idiosyncratic reactions:
¢ Unpredictable Acute porphyria
¢ High mortality Malignant hyperthermia
Pseudoallergy (eg, ampicillin rash)
C: Dose-related and time-related Chronic ® Uncommaon ¢ Hypathalamic-pituitary-adrenal axis suppression  # Reduce dose or withhold; withdrawal
¢ Related to the cumulative dose by corticosteroids may have to be prolonged
D: Time-related Delayed ¢ Uncomman ® Teratogenesis (eg, vaginal adenocarcinoma ® Often intractable
¢ Usually dose-related with diethylstilbestrol)
¢ Jpcurs or becomes apparent ¢ Carcinogenesis
some time after the use of the drug  ® Tardive dyskinesia
E: Withdrawal End of use & Uncomman ¢ Opiate withdrawal syndrome # Reintroduce and withdraw slowly
¢ Ocours soon after withdrawal ¢ Myocardial ischaemia (B-blocker withdrawal)
of the drug
F: Unexpected fallure of therapy Failure ¢ Common ¢ [nadequate dosage of an oral contraceptive, ® [ncrease dosage
¢ Doserelated particularly when used with specific ® Consider effects of concomitant therapy

® Often caused by drug interactions

enzyme inducers

S5RIs=serotonin-selective reuptake inhibitors.

(Source: Edwards IR, Aronson JK. Adverse drug reactions: definitions, diagnosis, and management. Lancets 2000 Oct 7;35




