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Case RepoRt
A 24-year-old Indian female arrived in emergency department 
with complaints of acute swelling of the lower lip [Table/Fig-1] with 
ulceration [Table/Fig-2], causing pain and discomfort. She gave a 
history of loose stools and vomiting for two days, for which she 
was prescribed tablet Ofloxacin 200mg twice daily along with 
advice to take plenty of oral fluids, by a local general practitioner. 
The patient took one tablet of Ofloxacin and the frequency of 
the loose stools gradually decreased, but within few hours of 
ingestion of the antibiotic, she developed swelling of her lower lip 
which was increasing in its size along with discomfort and pain. 
There was no history of breathing difficulty, rashes and itching. 
Her examination showed normal vitals: pulse rate 74bpm, Blood 
pressure 120/70mmHg, chest bilaterally clear and normal cardiac 
rhythms. Her complete haemogram, renal and liver function tests 
were normal. She didn’t have any known past history of allergic 
reaction to medicine or food, or history of any allergic condition 
like dermatitis or asthma. Considering the given history (with no 
history of any other medicine intake), clinical examination and the 
normal laboratory findings, an empirical diagnosis of Ofloxacin 
induced hypersensitivity (angioedema) was made and the patient 
was advised to stop the offending drug-Ofloxacin. Naranjo’s 
causality assessment scale graded the reaction as ‘probable’.

She was given intravenous Methylprednisolone 40mg stat, Phen-
iramine maleate (Avil) 25mg intravenous stat and advised tablet 
Levocetirizine 10mg once daily for five days. After achieving sympt-
omatic relief she was asked to follow-up in outpatient department. 
The patient showed recovery and the swelling and pain, reduced 
the next day. A written and informed consent was obtained from the 
patient for using the clinical images and the details of the case.
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aBstRaCt
The Adverse Drug Reaction (ADR) to a commonly prescribed anti-microbial can pose a major public health problem. The authors report 
a rare case of 24-year-old young lady who presented with angioedema of lips after ingestion of Ofloxacin, prescribed to her for treatment 
of loose motions. Fluoroquinolones are widely prescribed antibiotics for various disease conditions. The history, clinical examination and 
normal laboratory parameters led to the diagnosis of ofloxacin induced hypersensitivity reaction and the patient was successfully treated 
with corticosteroids and antihistamines. The hypersensitivity reactions to fluoroquinolones are rare with an incidence of 0.4% to 2%. The 
pharmacovigilance program and self-reporting of all the ADR’s by the health care workers can help in ensuring the judicious use of the 
drug, drug safety and thus decrease the associated morbidity and mortality.
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DisCussion
Ofloxacin is a broad spectrum antibiotic (active against Gram-
negative and Gram-positive bacteria) which acts by inhibition of 
bacterial deoxyribonucleic acid gyrase [1,2]. It belongs to the second 
generation of the fluoroquinolones group of anti-microbial and 
can be administered in various forms-oral, injectable and topical. 
They are one of the commonly used and prescribed antibiotics 
owing to their broad spectrum antimicrobial coverage (including 
anti-tubercular action) and also minimal adverse effects [1,2]. In 
developing countries like India, these medicines are easily available 
at the drug stores and are one of the most common self-prescribed 
medicines for acute gastroenteritis, urinary tract infections and 
respiratory infections [3]. The reaction (angioedema) was analysed 
using systematic approach with the Naranjo’s causality assessment 
scale and score was calculated as 6, hence a probable causal 
relationship was considered [4].

The fluoroquinolones are generally well tolerated by the patients with 
rare instances of hypersensitivity/anaphylactic reactions. The most 
common adverse events associated with quinolones are usually mild 
and do not require hospitalization. These include gastrointestinal 
tract (nausea, vomiting and diarrhea) in <7% of cases and Central 
Nervous System (CNS) in <5% cases (headache, dizziness, 
seizures) and uncommon adverse effects include renal disturbances 
(crystalluria, interstitial nephritis, acute renal failure), cutaneous 
hypersensitivity (Steven Johnson Syndrome), photosensitivity, 
electrocardiogram abnormalities (QT interval prolongation), tendinitis 
and tendon rupture, impaired glucose metabolism and hepatic 
toxicity [1,2]. The anaphylactic reaction due to hypersensitivity to 
fluoroquinolones is of immediate type and IgE mediated and usually 
occur immediately within one hour of intake [5]. The hypersensitivity 
reactions to quinolones are rare with an incidence of 0.4% to 2% 
[1,2,4]. The literature related to hypersensitivity (angioedema) due 
to Ofloxacin or other quinolones is sparse with few reports of this 
adverse reaction and also cross reactivity between the various 
quinolones is clearly demonstrated [1,2,5-12]. Cross-reactivity is 
due to the molecular ring common to all quinolones [5,6].

An Adverse Drug Reaction (ADR) due to hypersensitivity to any drug 
has a genetic predisposition and have higher incidence in individuals 
with a history of atopy, family history of drug allergy and the presence 
of Human Leukocyte Antigen-B22 (HLA-B22) [12]. The diagnosis of 
a patient’s allergy to quinolones is based on clinical history, skin [table/Fig-1]: Angioedema of the lower lip. [table/Fig-2]: Angioedema of lower lip 

along with ulceration on the left angle on the mouth.
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prick test, intradermal test and oral challenge. The usefulness of the 
skin tests is questionable due to the false-negative or false-positive 
test results and the oral challenge test is more diagnostic [6,13].

In India, admissions due to ADRs roughly accounted for 0.7% of 
the total number of hospital admissions but unfortunately only 5% 
of ADRs are reported [10]. The mainstay of the treatment includes 
avoidance of the offending drug, symptomatic treatment, anti-allergic 
drugs and anti-inflammatory (corticosteroids) drugs. In case of shock 
or severe anaphylaxis Adrenaline is the drug of choice [14].

ConClusion
The ADR reporting due to the commonly used drugs in clinical 
practice is an important step towards the quality assurance of 
the drug therapy, especially in countries where the availability of 
counterfeit drugs is a major issue. It should be made mandatory 
by the law for all the healthcare providers to report any ADR to 
prevent the drug related morbidity and mortality increasing the 
patient's safety. The government authorities should aim for a highly 
effective pharmacovigilance program. The reported case reminds 
the clinicians of the life threatening adverse effect of a common 
and widely prescribed medicine and need for the rational use of 
antibiotics.

Though hypersensitivity reaction to ofloxacin is rare, proper history 
should be taken while prescribing this drug. Attention must be 
paid to potential side-effects of the drugs and close follow-up with 
patients is a medical necessity to evaluate these adverse reactions, 
especially in case of quinolones.
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