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ABSTRACT 
Background:H1N1 influenza A, commonly known as swine flu, is a respiratory illness caused by the H1N1 influenza virus. 

The present study was conducted to assess adverse drug reaction profile of oseltamivir. Materials & Methods:84 suspected 
or confirmed cases of H1N1 influenza A, close contacts of cases H1N1 influenza A of both genders were enrolled. 

Oseltamivir was administered 75 mg twice a day for 5 days in group I (therapeutic) and 75 mg once a day for 10 days in 

group I (prophylactic). Causality assessment by Naranjo's scale was done. Results: In group Iand group II, adverse drug 

reactions were nausea in 25% and 22%, vomiting in 14% and 11%, gastritis in 19% and 11%, weakness in 32% and 19%, 
headache in 11% and 9%, abdominal pain in 7% and 2%, vertigo in 5% and 3% and urgency of micturition in 4% and 5% 

respectively. The difference was significant (P< 0.05). Adverse drug reaction by Naranjo's scale were possible and 

probable such as nausea14%and 11%, vomiting10% and 4%, gastritis8% and 11%, weakness13% and 12%, headache8% 

and 3%, abdominal pain7%, vertigo4% and 1% and urgency of micturition in 3% and 1% respectively. The difference was 
significant (P< 0.05). Conclusion: Oseltamivir is well tolerated; however, gastrointestinal adverse drug reactions (ADRs) 

are the most common and can be easily avoided by taking the medication with antacids and/or H2 receptor antagonists after 

a meal. 
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INTRODUCTION 
H1N1 influenza A, commonly known as swine flu, is 

a respiratory illness caused by the H1N1 influenza 

virus. It gained attention in 2009 when it emerged as a 

novel strain of influenza virus that caused a global 
pandemic. Swine flu is called so because it was 

initially thought to be spread by pigs, although later 

studies showed that human-to-human transmission 

was the primary mode of spread.1 Swine flu is caused 

by the H1N1 influenza virus, which is a subtype of the 

influenza A virus.The virus spreads from person to 

person through respiratory droplets produced when an 

infected person coughs or sneezes. It can also spread 

by touching contaminated surfaces and then touching 

the mouth, nose, or eyes.2 

The antiviral medications available for prophylaxis 

and treatment of H1N1 influenza A are zanamivir and 

oseltamivir. Since zanamivir needs to be inhaled, 

oseltamivir is now thought to be the most appropriate 

medication that can be taken orally among them.3 The 

release of newly generated viral particles from the 

infected cells is dependent on the potent selective 
neuraminidase enzyme inhibitor oseltamivir, which 

cleaves sialic acid residues on newly formed virions. 

In order to prevent and treat infection, oseltamivir 

blocks this enzyme, which prevents the release of 

progeny virions from the infected cells.4 For 

prophylaxis, a recommended treatment regimen 
consists of 75 mg taken twice daily for five days and 

75 mg taken once day for at least one week. In the 

phase III trial of oseltamivir, common adverse drug 

reactions (ADRs) were nausea, vomiting, diarrhea, 

abdominal discomfort, bronchitis, vertigo, exhaustion, 

and headache.5The present study was conducted to 

assess adverse drug reaction profile of oseltamivir. 

 

MATERIALS & METHODS 
The present study consisted of 84 suspected or 

confirmed cases of H1N1 influenza A, close contacts 

of cases H1N1 influenza A of both genders. All gave 

their written consent to participate in the study. 

Data such as name, age, gender etc. was recorded. 

Oseltamivir was administered 75 mg twice a day for 5 

days in group I(therapeutic) and 75 mg once a day for 

10 days in group I (prophylactic). Causality 
assessment by Naranjo's scale was done. Assessment 
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of preventability was done by modified Schumock 

and Thornton scale.Data thus obtained were subjected 

to statistical analysis. P value < 0.05 was considered 

significant. 

 

RESULTS 

Table I Adverse drug reaction in both groups 

Adverse drug reaction Group I Group II P value 

Nausea 25% 22% 0.05 

Vomiting 14% 11% 

Gastritis 19% 11% 

Weakness 32% 19% 

Headache 11% 9% 

Abdominal pain 7% 2% 

Vertigo 5% 3% 

Urgency of micturition 4% 5% 

Table I, graph I shows that in group I and group II, adverse drug reactions were nausea in 25% and 22%, 

vomiting in 14% and 11%, gastritis in 19% and 11%, weakness in 32% and 19%, headache in 11% and 9%, 

abdominal pain in 7% and 2%, vertigo in 5% and 3% and urgency of micturition in 4% and 5% respectively. 

The difference was significant (P< 0.05). 

 

Graph I Adverse drug reaction in both groups 

 
 

Table II Adverse drug reactions in group I by Naranjo's scale 

Adverse drug reaction Possible Probable Definite 

Nausea 14% 11% - 

Vomiting 10% 4% - 

Gastritis 8% 11% - 

Weakness 13% 12%- - 

Headache 8% 3% - 

Abdominal pain 7% - - 

Vertigo 4% 1% - 

Urgency of micturition 3% 1% - 

Table II shows that adverse drug reaction by Naranjo's scalewere possible and probable such as nausea14%  and 

11%, vomiting10% and 4%, gastritis8% and 11%, weakness13% and 12%, headache8% and 3%, abdominal 
pain7%, vertigo4% and 1% and urgency of micturition in 3% and 1% respectively. The difference was 

significant (P< 0.05). 
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DISCUSSION 
Diagnosis of swine flu is primarily based on 

symptoms, exposure history, and clinical examination 

by a healthcare provider.6Nasal or throat swabs may 

be collected for laboratory testing, such as reverse 

transcription-polymerase chain reaction (RT-PCR), to 

confirm the presence of the H1N1 influenza 

virus.7Antiviral drugs such as oseltamivir (Tamiflu) or 
zanamivir (Relenza) may be prescribed to treat swine 

flu, especially for individuals at high risk of 

complications or with severe illness. These 

medications work by inhibiting the replication of the 

influenza virus and can help reduce the severity and 

duration of symptoms if started early in the course of 

the illness.8Treatment also includes supportive 

measures such as rest, staying hydrated, and using 

over-the-counter medications to relieve symptoms 

such as fever and pain.Hospitalization may be 

necessary for individuals with severe symptoms or 

complications, particularly those with pneumonia, 

respiratory failure, or other medical conditions 

requiring intensive care.9,10The present study was 

conducted to assess adverse drug reaction profile of 

oseltamivir. 

We found that in group Iand group II, adverse drug 
reactions were nausea in 25% and 22%, vomiting in 

14% and 11%, gastritis in 19% and 11%, weakness in 

32% and 19%, headache in 11% and 9%, abdominal 

pain in 7% and 2%, vertigo in 5% and 3% and 

urgency of micturition in 4% and 5% respectively. 

Anodavidya et al11analyzed the pattern of adverse 

drug reactions (ADRs) of oseltamivir and its 

comparison with available data.Suspected or 

confirmed cases of H1N1 influenza A on therapeutic 

regimen and close contacts of cases H1N1 influenza 

A on prophylactic regimen of oseltamivir were 

included. Data were collected by personal interview 

after obtaining written informed consent. Causality, 

severity, and preventability assessments were done by 

using Naranjo's scale, modified Hartwig and Siegel's 

scale, and modified Schumock and Thornton Scale, 

respectively. Total 294 patients were interviewed. In 
prophylactic group, 107 of 257 (41.63%) and in 

therapeutic, group 23 of 37 (62.16%) developed 

ADRs. ADRs reported in therapeutic group was 

significantly (P = 0.029) higher as compared with 

prophylactic group. Frequently observed ADRs in 

both the groups were gastritis, nausea, vomiting, 

diarrhea weakness, sedation, loneliness, sadness, 

headache, and abdominal pain. Naranjo's algorithm 

showed all ADRs in probable category in prophylactic 

group, 27.78% probable and 72.22% possible 

reactions in therapeutic group. Severity assessment 

showed 76% mild and 24% moderate reactions in 

therapeutic group, 89% mild and 11% moderate 

reactions in prophylactic group. Severity of ADRs 

was significantly higher in therapeutic group. Most of 

ADRs were in nonpreventable category, except 

gastritis, nausea and vomiting were in definitely 

preventable category. 

We found that adverse drug reaction by Naranjo's 

scale were possibleand probable such as 

nausea14%and 11%, vomiting10% and 4%, 

gastritis8% and 11%, weakness13% and 12%, 

headache8% and 3%, abdominal pain7%, vertigo4% 

and 1% and urgency of micturition in 3% and 1% 

respectively. Schirmer et al12reviewed the antiviral 

agents and specifically the neuraminidase inhibitor, 
oseltamivir, for use in treatment and prophylaxis of 

influenza infection.Oseltamivir is effective in 

reducing symptom burden in those with influenza A 

or B infection, and is preventative against developing 

infection after exposure. Emergence of naturally 

occurring or post-treatment oseltamivir-resistant 

influenza as well as an avian influenza pandemic may 

limit its future use as a monotherapeutic antiviral 

treatment agent. 

The limitation of the study is the small sample size.  

 

CONCLUSION 
Authors found that Oseltamivir is well tolerated; 

however, gastrointestinal adverse drug reactions 

(ADRs) are the most common and can be easily 

avoided by taking the medication with antacids and/or 

H2 receptor antagonists after a meal. 
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