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ABSTRACT

Medication-related adverse events or adverse drug reactions (ADRs) are harmful events caused by medication. ADRs could have
profound effects on the patients’ quality of life, as well as creating an increased burden on the healthcare system. ADRs are one of
the rising causes of morbidity and mortality internationally, and will continue to be a significant public health issue with the increased
complexity in medication, to treat various diseases in an aging society. This was a prospective and observational study conducted in
medicine department of sagar hospital, Bengaluru. Patients were enrolled based on the criteria with a suitable statistical tool. Among
64 patients, 33 (51.6%) female and 33 (48.44%) were males found. ADRs were more in the age group of 41 — 60, 32 (50%), less in the
age group is 0 — 20, 04 (6.25%). Significantly higher numbers of ADRs caused by the antibiotics 25 (39%) followed by anti-
hyperlipidicmic and anti-arrythmic 01 (1.56%), Most of the ADRs were moderate 40 (62.5%) and sever 01 (1.56%) in nature. Most
commonly affected organ is dermatological system 32 (50%). Majority of the ADRs were associated with antibiotics. Commonly skin
related ADRs was found in this study. The results provided an insight to the Health care Providers on the importance of monitoring
and reporting of ADRs. Our study results emphasize a need for establishing a pharmacovigilance centre to ensure the safe use of

drugs.
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INTRODUCTION

edication-related adverse events, or adverse

drug reactions (ADRs) are harmful events

caused by medication. ADRs could have
profound effects on the patients’ quality of life, as well as
creating an increased burden on the healthcare system.
ADRs are one of the rising causes of morbidity and
mortality internationally and will continue to be a
significant public health issue with the increased
complexity in medication, to treat various diseases in an
aging society!. Adverse drug reactions (ADRs) are any
unwanted/uncomfortable effects from medication
resulting in physical, mental, and functional injuries?.
Increased  morbidity and  mortality, prolonged
hospitalization, and increased medical expense are
associated with inpatients encountering ADRs 3. According
to several reports, ADR associated hospital admission is
around 5% and almost 15-20% of patients admitted to
hospitals experience ADRs 4. An overall incidence of
serious and fatal ADR among hospitalized patients is 6.7%
and 0.32%, respectively®. Sometimes, ADR-related costs,
such as hospitalization, surgery and lost productivity,
exceed the cost of the medications®. New epidemiological

studies have calculated that adverse drug reactions are the
fourth to sixth leading causes of death’. As per WHO,
pharmacovigilance is an activity concerned with the
detection, assessment, understanding, management and
prevention of adverse reactions to medicines, contributes
to their safe and rational use®.

The causes and nature of adverse drug events are often
complex and multi-factorial. The types of adverse
reactions are classified into the following categories:
dose/drug related, allergic or idiosyncratic reactions. Dose-
related and drug related adverse drug reactions are usually
related to the dose of the medication and are usually
predictable but sometimes unavoidable %2, It is highly
dependent on the patient’s sensitivity to the drug and
combinations of medication used. It generally does not
lead to severe ADR but is relatively common. An allergic
drug reaction is when the patients develop an
inappropriate reaction to the medication, which mostly
could be avoided with a skin test prior to or through
effective consultation and communication between
primary care facilities and patients!2.

METHODOLOGY
Study site

The study was conducted in Medicine Department of Sagar
Hospitals, Bengaluru.

Study design

A Prospective and Observational study.
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Sample size

A total of 64 patients from Medicine Department of Sagar
Hospitals, who satisfied the study criteria and consented
to participate in this study were included for the study.

Study period

The study was conducted over a period of 03 months
starting from December 2020 to March 2021.

Study criteria
Inclusion Criteria:
1. Patients who visited the medicine department

2. Patients with minimum 24 hours of length of
hospital stay

Exclusion criteria:

1. Pregnant And Lactating Women

2. Excluded other department patients
Source of data
Patient case notes
Treatment chart/ Medication chart
Laboratory reports

Prescriptions

AN NEE NN

Personal interactions with patients
Study procedure
Patient Enrolment

Patients who were admitted in Medicine Department of
Sagar Hospitals in Bengaluru during the study period, were
selected and screened based on the inclusion and
exclusion criteria. Patients who met the criteria and who
consented for the study were enrolled.

Methods of data collection

Patients admitted to the Medicine Department of Sagar
Hospitals in Bengaluru- during the study period- were
screened for any Adverse Drug Reactions. Those who met
the inclusion and exclusion criteria were enrolled for the
study. Follow-ups were carried from the day of admission
to the day of discharge of the enrolled patients. After the
diagnosis was confirmed by the physician, relevant &
necessary baseline information such as the demographic
details of the patient was obtained from case notes &
details of the ADR was documented with help of
therapeutic data such as the name of the drug, dose, route
of administration, duration etc.

Assessment of Adverse Drug Reactions

The patient's enrolled under inclusion criteria were
screened by direct interaction and the complaints were
assessed during the hospital admission. ADRs were
recorded and documented in a suitable designed Adverse
Drug Reaction forms.
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RESULTS AND DISCUSSION

Table 1: Gender distribution of study population.

Gender Number of ADRs  Percentage (%)
Female 33 51.56
Male 31 48.44

Gender distribution of study population.

Male
Female

Figure 1: Gender distribution of study population.

As shown in Table no 01 and Figure no 01, out of 64
patients, 33(51.56%) were females and 31(48.44%) was
males. Higher rate of Adverse Drug Reactions in females
may be due to the variation of immunological factors,
hormonal factors and polypharmacy. The study carried out
by Peter JV et al. showed that majority of patients reported
ADRs were females®3.

Table 2: Age distribution of patients with ADRs.

Age Number of ADRs Percentage (%)

0-20 04 6.25
21-40 10 15.62
41-60 32 50

61-80 18 28.12

Age distribution of patients with ADRs.
0-20

21-40

. 4160

Figure 2: Age distribution of patients with ADRs.

As shown in Table no 02 and Figure no 02, middle age
categories age from 41 to 60 are more prone to ADRs
because of their changes in pharmacokinetics and
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pharmacodynamics, increase in burden of co-morbidities,
polypharmacy, inappropriate prescribing and more
number of patients admitted in this age group. The
study carried out by Kumar A.et al. showed that majority
of reported ADRs was middles age patients®3.

Table 3: The drug class causing ADRs with their
corresponding percentage.

Class of Drugs Number of ADRs  Percentage (%)
Antibiotics 25 39

Antihyperlipidemic drugs 01 1.56
Antidepressants 02 3.12
Anti ulcer drugs 04 6.25
Anti hypertensive drugs 04 6.25
Antiviral drugs 02 3.12
Anti diabetic drugs 03 4.68
Anti arrhythmic drugs 01 1.56
Anti epileptic drugs 04 6.25
Antithrombotic drugs 07 10.93
Anti asthmatic drugs 01 1.56
Autacoids 01 1.56
Laxatives 01 1.56
Analgesics 07 10.93
Others 01 1.56
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As shown in Table no 03 and Figure no 03, the majority of
ADRs were associated with Antibiotics 25(39%) followed
by antithrombotic 7(10.93) and analgesics 7(10.93).
Cephalosporin antibiotics were the drug having majority of
the ADRs. The commonly reported ADRs in this study were
rash, itching and edema. The study carried out by Raut A.
et al. showed that majority of reported ADRs was caused
by antibiotics.

Of the reported ADRs on Table no 4and Figure no 04,
moderate reactions accounted for 40(62.5) followed by
mild reactions 23(35.93). Only 1(1.56) of the reactions
were severe. The study carried out by Stavreva et al. and
Priyadarshini et al. also showed that the severity was
moderate for the reported Adverse Drug Reactions while
severe reactions were more followed by moderate in a
study by Oshikoya et al*>*°,

Table 4: Severity assessment of ADRs.

Severity Number of ADRs  Percentage (%)
Severe 01 1.56
Moderate 40 62.5
Mild 23 35.93

The drug class causing ADRs with their corresponding percentage.

Others
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Anti asthmatic drugs
Antithrombotic drugs
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Anti arrhythmic drugs
Anti diabetic drugs
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Figure 3: The drug class causing ADRs with their corresponding percentage.
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Figure 4: Severity assessment of ADRs.

Table 5: Distribution of ADRs in various organ systems.

Organ Systems Involved Number of ADRs  Percentage (%)
Dermatology 32 50

Gastrointestinal system 13 20.31
Endocrine system 05 7.81
Central Nervous System 05 7.81
Cardiovascular system 04 6.25
Musculoskeletal system 04 6.25
Renal system 01 1.56

International Journal of Pharmaceutical Sciences Review and Research
Available online at www.globalresearchonline.net

©Copyright protected. Unauthorised republication, reproduction, distribution, dissemination and copying of this document in whole or in part is strictly prohibited.

145


http://www.globalresearchonline.net/
about:blank

Int. J. Pharm. Sci. Rev. Res., 71(1), November - December 2021; Article No. 17, Pages: 143-147

Distribution of ADRs in various organ systems.
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Figure 5: Distribution of ADRs in various organ systems.

As shown in Table no 5and Figure no 05, the most
commonly affected organ is the dermatological system
32(50%) followed by the gastrointestinal tract 13(20.31),
central nervous system 5(7.81) and endocrine system
5(7.81). Skin affected more ADRs due to the properties of
a drug that increase the risk of a drug-induced
hypersensitivity reaction.

Table 6: Classification of ADRs.

Types Number of ADRs Percentage (%)
TYPE A (Augmented) 45 70.31
TYPE B (Bizzare) 19 29.68

Classification of ADRs

TYPE B (Bizzare)

TYPE A (Augmented)

Figure 6: Distribution of ADRs in various organ systems.

As shown in Table no 6and Figure no 06, Type A 45(70.31)
was the most common compared to Type B 19(29.68)
reactions according to the ADR classification by Rawlin
and Thomson. Type A reactions are dose related and thus
were preventable from their known pharmacology and
therefore all of them were potentially avoidable. The
study carried out by Oshikoya K.A. et al. showed that
majority of reported ADRs was reported by Type A that is
is Bizzare V7.

CONCLUSION

Majority of the ADRs were associated with antibiotics.
Commonly skin related ADRs was found in this study. The
results provided an insight to the health care providers on
the importance of monitoring and reporting of ADRs. Our
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study results emphasize a need for establishing a
pharmacovigilance centre to ensure the safe use of drugs.
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