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ADVERSE DRUG REACTION

According to the World Health
Organization (WHO), an Adverse Drug
Reaction (ADR) is defined as a noxious,
unintended, and undesired effect that occurs
at doses normally used in humans for the
therapy of

prophylaxis, diagnosis, or

disease, or for the modification of

physiological function.[1]

TYPES OF ADVERSE DRUG
REACTION [2]

TYPES OF ADVERSE DRUG REACTION
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Dose Reloted and Predictable
E.g. Hypoglycemia from Insulin
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TYPEB Neot dose-Related, Unpredictable
(Bizarre) E.g. Anaphylaxis from Penicillin
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E.g. Adrenal suppression
from Corticosteroids
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('_Occ urs after lang latency
E.g. Teratogenesis or
Carcinogenesis
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'::;!(:F Withdrawal Effects
{ USE E.g. Opioid withdrawal symptoms

?
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ADR ASSESSMENT SCALES

ADR assessment scales are structured tools
used to determine the likelihood (causality)
and severity of suspected adverse drug
reactions. Key scales include the Naranjo
Algorithm (definite, probable, possible,
doubtful), WHO-UMC criteria (certain,
probable, possible, unlikely), and Hartwig
Severity Scale (mild, moderate, severe),
Schumock and Thornton Scale (definitely
preventable, probably preventable, not
preventable).[3-5]
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VMCH ADR SUMMARY FDA DRUG INFORMATION

Total ADR : 40 ;I et
. . uorouracil Injection
Most Common Types : jurdm(\:;s;t;lur IP 500mg/10mL
rugs
Serious Cases : NIL el il

For Intravenous use only
5 Ampoules of each 10mL

ADRs INVOLVED: Cardiovascular drugs

(43%), Antihypertensive drug (25%), Safety labeling update for capecitabine and
Antibiotics (10%), Anticonvulsant (5%), fluorouracil (5-FU) on risks associated with
Haematinics (2%), CNS Stimulant (2%), dihydropyrimidine dehydrogenase (DPD)
Opioid Analgesic (2%), Local Anaesthesia deficiency
(2%), Vasopressor (2%), Anti-Diabetic drug « Boxed Warning: The Boxed Warning now
(2%), Histamine analogue (2%) highlights the risk of serious adverse
NO. OF ADR reactions or death in patients with complete
DPD deficiency. It also advises DPYD testing
prior to initiating capecitabine or 5-FU,
r unless immediate treatment is necessary,
I | . M| LR |&)|K]K|& and recommends avoiding use in patients
ac&v;gp:oi@if\«"l\\e\o‘;}w&vaec,\"‘\#a\zé,;ol&o‘;’c&e“‘ with certain homozygt.:us or compour:d
o _3,;- .,:‘:‘\ Q@" %‘g,‘* ;_:\‘ Ov‘*" e\&" ;_'o" o-“’é & heterozygous DYPD variants that result in
F& & < oa-‘v 1‘,«\"\ ﬂ:f‘\ complete DPD deficiency.FEB 5, 2026[1]
S &
IF ANY ADR, SCAN AND REPORT HERE
E E 1.https://www.fda.gov/drugs/resources-
'-: Email Id: vmchadr@gmail.com information-approved-drugs/safety-labeling-

update-capecitabine-and-fluorouracil-5-fu-

risks-associated-dihydropyrimidine
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R ADR CASE
AMIODARONE INDUCED
o QT PROLONGATION

AGE & SEX : 73 YR/FEMALE
DIAGNOSIS : ATRIAL
FIBRILLATION, LRTI, SHTN
DOA : 16/02/2026

(V, DESCRIPTION OF ADR RECOVERED

- SUSPECTED DRUG : INJ. AMIODARONE

THERAPY DATE : 16/02/2026 @ AN AL
DOSE/FREQ/ROA  : 900 MG/STAT/IV . ) .2
INDICATION : ATRIAL
SUSPECTED DRUG WAS
Ll LON WITHDRAWN, THE
PATIENT RECOVERED AND
CHANGED FROM
@ CAUSALITY ASSESSMENT INJECTION AMIODARONE

WHO - UMC SCALE

TO TABLET AMIODARONE
100 MG 1-0-1

PROPABLE /LIKELY
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