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ABSTRACT 
 

This is a prospective observational study done for a period of three years from March 2015 to March 2015 at the 

inpatient block of multispecialty hospitals, Patients Visited or admitted in Hospital due to ADRs Hyderabad, 

Patients who visited the Hospital were reviewed on daily basis and monitored for ADRs. Patient’s demographic 

details are collected and documented. Suspected ADRs were assessed by using standard algorithms. It includes all 

the information such as name, age, sex, reason for admission, brief description of reaction, relevant past history of 

medication, the onset and severity of the ADR experienced the impact of ADR on the treatment and drug involved, 

dose of the drug, route and frequency time. All the suspected ADRs were evaluated for their causality using WHO 

Probability Scale, Naranjo’s Algorithm, and the Karch and Lasagna scale Severity assessment was done using the 

Hartwig et al. Scale. Preventability of an ADR is determined by using Shumock et al. criteria. Predictability of an 

ADR is also determined by using criteria’s. Results and Discussion: Among the 383 cases, 592 adverse drug 

reactions were identified, which shows the probability of multiple adverse drug reactions in a single patient. Among 

age groups adults 52.74% were predominant over geriatric 36.55% and children 10.70% in terms of prevalence, 

while males have higher risk to develop adverse drug reactions among adults and geriatrics, and in Children both the 

genders have high risk in developing adverse drug reactions and showing 1.69 times higher risk for males to develop 

adverse drug reactions. Among the 383 cases documented predominance of adverse drug reactions was observed in 

patients belonging to urban area 59.26%. 
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INTRODUCTION 
 

The WHO defines an ADR as “any response to a 

drug which is noxious and unintended and which 

occurs at doses used in man for the prophylaxis, 

diagnosis or therapy of disease, or for the 

modification of physiological function. ADRs refer to 

the unwanted or dangerous effects that a drug may 

possess. The incidence and severity of ADRs are 

influenced by patient characteristics such as age, 

gender, body weight, coexisting diseases, ethnicity, 

genetic or geographic factors and by drug factors 

such as the type of drug, dosage, treatment duration, 

co-ingestion of other drugs, and route of 

administration and aim of this study is identify, 

assessment, management, documentation and report 

of adverse drug reaction.   
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METHODOLOGY 
 

Study Site 
 
This study was conducted in different wards of 

multispecialty hospitals. The hospital is 220 beds 

Multi-Specialty teaching private hospitals located in 

Hyderabad, The hospitals operates of various 

departments like general medicine, surgery, 

pediatrics, psychiatry, pulmonologist, neurology, 

nephrology, ophthalmology, gastroenterology, 

orthopedics, urology, obstetrics and gynecology 

(OBG), ear, nose, & throat (ENT), skin and sexually 

transmitted diseases (STD), oncology & radiology. 

Patients are admitted to the ward directly from the 

outpatient department, emergency and casualty 

department or transferred from the wards of other 

clinical specialties.  

 

Department - General Medicine & all Clinical 

Departments 

Study period for data collection - Three years 

(March 2015 To March 2018) 

Study Type   -  Prospective, Observational and non- 

interventional  

 

RESULTS 
 
Group -2 Among the 383 cases, 592 adverse drug 

reactions were identified, which shows the 

probability of multiple adverse drug reactions in a 

single patient.  In the following table, 383 patients 

were distributed according to the age considering 10 

as class interval. 

  

Table 1: Fate of the suspected drug 

Sr. No  Fate of the suspected drug No. of ADRs  Percentage  

1 Drug withdrawn 321  54.22  

2 Dose altered 155  26.18  

3 No change 116  19.59  

 Total  592  99.99 

 

In 592 ADRs suspected drug was withdrawn in 321 (54.22%) patients followed by 155 (26.18%) patients dose were 

altered and no change in prescription in 116 (19.59) patients. 

 

 
 

Table 2: Treatment for ADRs 

Sr. No Treatment given No.of ADRs Percentage 

1 Specific + Symptomatic 271 45.77 

2 Symptomatic 142 23.98 

3 Specific 82 13.85 

4 Nil 97 16.38 

 Total 592 99.99 

Among 592 patients Specific and Symptomatic treatment was given in 271 (45.77%) patients followed by only 

symptomatic treatment was given in 142 (23.98%) patients, specific treatment were given for 82 (13.85%) patients 

and no treatment for ADRs in 97 (16.38%) patients.   
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Fig. 2: Treatment for ADRs 

 

Adverse drug reaction patients De-challenge and Re-challenge information were given in table 3.  

 

Table 3: De-challenge and Re-challenge information 

Sr. No. Age group adverse drug reactions Frequency Percentage (%) 

1 
Dechallenge 

Yes  Yes  421 

No  No  171 

2 Rechallenge 

Yes  Yes  136 

No  No  285 

 

Dechallenge was done in 421 (71.11%) patients and the suspected drug was continued in 171 (28.88%) patients. In 

421 dechallenge patients 136 (32.30%) reinitiated the drug and 285 (67.69%) patients not reinitiated the outcome 

rechallenge and dechallenge information was given below tables.   
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Fig. 3: De-challenge and Re-challenge information 

 

CONCLUSION 
 

The present study identified the pattern of ADRs 

experienced by the patients on ATT. Males had a 

higher incidence of ADRs. Gastro intestinal system 

ADRs were the most commonly seen. On evaluation 

of the causality of ADRs, a majority of them were 

found to have a ‘possible’ association with the 

suspected drugs. Majority of the ADRs were ‘mild’ 

in severity. No severe life-threatening ADRs were 

observed during the study period.  
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