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ADVERSE DRUG REACTION

Learning Points:
Definition
Types Of ADR
Population at risk
Detection
List of ADR Drug
Management
Incidence Reporting Form
Pharmaco Vigilance



DEFINITION

Medication error 1s administration of medicine or dose

that differs from the doctors order

Prescription error
Transcription error
Dispensing error
Omission error
Monitoring error
Administration error

Medication Errors

Adverse Drug Events
(all gray areas)

Adverse Drug Reactions
(dark gray area only)




ADE: Occurs with inappropriate use of the drug and
allergic reactions — ADR, Overdose, allergic reactions

ADR: Undesirable effect to the patient while taking a
drug

ADR occurs despite the correct drug, normal drug,
during normal use



CLASSIFICATION OF ADR

There are 6 types of ADR (A-F)
TYPE A- Dose dependent and predictable ADR
Eg: Hypotensive with antihypertensive medication

TYPE B-Dose independent and unpredictable
Eg: Allergic/ Anaphylactic



LIST OF MEDICATION

Antihistamines
Anticoagulants
Anti depressant
Steroids
Chemodrugs
Antibiotics



POPULATION AT RISK

Paediatrics

Geriatrics

Patients with renal impairment
Patients with liver impairment
Pregnancy



DETECTION OF ADR

The first sign of ADR is new or worsening symptom
It may be severe/moderate/mild

Reports of rash in the bed side chart, over sedation,
lethargy are indications



MANAGEMENT OF ADR

Reduce the dose

Withhold the drug

Obtaining detailed history of patients

Identify the reaction

Look up for the suspected drug and match with reaction



D — For Reprort 1o
[ Sr. No Drugs Comtrolles

Puk Scorcmanat. Block C
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1. PFPARTICULARS OF FATIENT —

Name of paeticont

Age Woesghs (ka) Paticent address

Sex (] Malec Race

1 Female
Prognans 3 Yes 3 Neo | . Noa applhcablc

Rcolecvans Meoedical History

2. ADVERSE EVENT

Reason (o ropostengg

] Roguires or prolongs hospatalization [] Lifec thuycatening 3 Death

(] FPeoermancmtly disabling or incapocitating [[] Congenital anosmnly O Overdose

] Onher (Please Specily)

~. R SUSFECTED DRUCG

Name of suspocted Deyuge Generic Nasmse

Name of muanufacturces

Date of oocurrence Durasson of Event

Starting date of Moedbhcaton

Route of admenistratson

Discontinuation of Drag becanse of ovent 1 NO — Yes Daned
4. REPORTING DOCTOR'S f PHARMAUCIST'S  NURSE'S
SHINATURE

Lrsstatuteomn

Dot

An andverse event is “Serfons™_ IF it

- Is life threstoning - Results in permancnt dasabilety
- Hesults in hospitalization - Is associnted with deasth

- Prolongation of haspatalizatnion - Caunsces a burth defoect

- Caunscs malignancy - Causces a roicvant organ toxscity
- Is an overdose resulisng o chinscally

Reolocvant signs and 7 or symmpooms
A adverse drwg event can be a manifessation of variomns etiologics swclr as
- Complicastion of an underlving dascasc - Inmtcercuarremnt discasc

- Coamcicdlental aocsden - Druag associated effecs

- Coocomatant medicatson




REGULATORY BODIES

CDSCO is the main regulatory body for regulation,
clinical trials

Pharmaco vigilance focuses on ADR, it involves the
study of drug related injuries and insist on withdrawal of
the drug, documentation and reporting



ADR Cannot be prevented

However it can be mitigated with better knowledge of
the disease & better knowledge of the drug



