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Abstract  
ABSTRACT  Introduction:  Four out of ten prescriptions in indoor-patient departments contains gastro-
protective drugs. Study aimed to detect classes of gastro protective drugs prescribed with other therapies, 
to assess trend of co-prescription of gastro-protective with NSAIDs, Anticipated drug interactions with 
the prescribed gastro-protective and most commonly prescribed gastro-protective group of drug. 
Materials and Methods: It is Prospective, Observational study, approximately 133 prescription 
analyzed. Written informed consent was taken from the eligible patients included in the study. Drugs data 
collected by reviewing the prescriptions prescribed. Gastro-protective during study period. Rationality of 
drug use was assessed by referring to standard textbooks and guidelines. RESULTS Out of 200 
prescriptions, 133 (66.5%) were found prescribing the gastro-protective drugs and more prescribed in the 
age group of 31-40 (39.84%). Gastro-protective drugs were co-prescribed with different classes of drugs 
of which NSAIDs (34.83%) were the most common. The Paracetamol (48.10%) were found to be the 
most commonly prescribed NSAIDs with gastro-protective drugs. The PPIs (66.66%) were found to be 
the most commonly prescribed gastro-protective. Drug interactions with co-prescribed drugs could be 
anticipated in 45 cases. Conclusion: The usage of gastro-protective is essential in drug therapy; however, 
over-use can increase adverse effects, drug interactions, and even wrong therapy.   
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Introduction 
 
Vaccines are important preventive medicines for primary healthcare, are critical for a nation’s health security and 
play a useful role in public health by reducing morbidity and mortality due to communicable diseases (1). More than 
3 million children in developing countries die each year from vaccine preventable diseases such as measles, 
diphtheria and polio (2). Advantages to combining childhood vaccines include reducing the number of visits, 
injections and less distress for children, increasing compliance, improved immunization coverage, lower shipping 
and transport costs, fewer syringes and reduced environmental impact (3).  
 
Globally, Hib (Human influenza type b) is the second most common cause of bacterial pneumonia deaths and the 
third biggest vaccine preventable cause of death in children aged under five, causing eight million serious illnesses 
and claiming 400,000 deaths each year (4). 
According to WHO, 2.4 to 3.0 million cases of Hib occur annually in India with about 72,000 total deaths. Hib 
contributes 40-50% of all meningitis and 25-30% of all pneumonia cases. Hib is the most common cause of 
meningitis and second largest common cause of pneumonia. 25-30% of Hib meningitis survivors suffer from long 
term neurological sequel  (5). 
 
Vaccination is an essential component of the public health programs. In view of their demonstrated safety and 
efficacy, World Health Organization (WHO) recommended in 2006 that Hib vaccines be included in all routine 
infant immunization programs. After its inclusion in routine childhood vaccination programs in about 180 
countries, it practically eliminated Hib disease in many developed countries and reduced incidence in developing 
countries (5). Launched in 2001 at Guyana by the Global Alliance for Vaccines and Immunization (GAVI), it took 
WHO another 10 years to introduce the vaccine in India (6). 

 
Pentavalent vaccine is a combination vaccine which protects against five killer diseases those are Diphtheria, 
Pertusis, Tetanus, Hepatitis B and Haemophilus influenza type B (7). Before being introduced in India, the 
pentavalent vaccine had been used in Bhutan, Sri Lanka and Pakistan. Pentavalent vaccination was found to be 
highly immunogenic in each of the primary vaccination studies and was also shown to be suitable as a booster with 
the advantage that it could be given concomitantly with measles vaccine (8).  
 
Vaccines are given prophylactically to healthy individuals, often young children. Vaccines like other pharmaceutical 
product are not entirely harmless; while most side effects are mild and non-serious. So, expectation to the vaccine 
safety is much higher than the drugs (9). Immunization of the paediatric population prevents and protects the 
population from serious diseases; however administration of vaccines to healthy children also involves risks of 
adverse events (10). 
 
Public awareness about vaccine safety has increased primarily, because increase in vaccine coverage resulted in an 
increased number of adverse events which include both true reactions and events concurrent to, but not caused 
by vaccine. Despite concerns, vaccination is safer than accepting the risk of diseases which these vaccines prevent. 
Unless a disease has been eradicated (e.g., smallpox), failure to vaccinate increases the risk to both the individual 
and society (11). 
 
An adverse event following immunization (AEFI) is defined as a medical incident that takes place after an 
immunization, causes concern, and is believed to be caused by immunization (12). A strong system for reporting 
vaccine adverse events (Vaccine Adverse Event Reporting System-VAERS) exists in most developed countries 



including the US. Although AEFI surveillance in India started along with the UIP in 1985, the AEFI reporting 
remained suboptimal for long time in the country (13). There are only a few Indian studies on adverse events of 
vaccines, especially related to pentavalent vaccine. Therefore this study is done with aim to gather data about any 
AEFI due to pentavalent vaccination and to detect any increase in known adverse events in children. 
 
 
Materials and Methods 
 
This was an open label, prospective observational study undertaken in 2017 for 2 months. This study was approved 
by Institutional Review Board. The children who are reported for routine immunization accompanied by 
parents/guardians were included in the study. The study was done at Post Partum unit, Obstetrics and Gynecology 
department at Sheth L. G. General Hospital, Ahmedabad. Children were enrolled in the study after taking written 
informed consent from parents/guardians. The Proforma contains name of the child or mother name, birth date, 
gender, address, contact number and number of dose of vaccine. The occurrence of adverse events was noted 
through a telephone survey after 24, 48, 72 hours of administration of vaccine. The parents or guardians of 
children were questioned about the appearance of any type of reaction that had followed administration of 
vaccine.  
 
Results and Discussion 
 
A total 149 children were included in our study. Out of 149 children involved 86 were males and 63 were females. 
Among 149 children the non-serious suspected adverse events were seen in 81 children. In 48 children no adverse 
events were reported. We were not able to collect information in 13 cases due to technical reasons. Total 88 
adverse events were reported in 81 children. Among 88 observed adverse events, different types of adverse 
events were observed as shown in the Figure 1. 
FIGURE 1: GRAPHICAL REPRESENTATION SHOWING NUMBER OF REACTIONS

 
 
TABLE 1: NUMBER AND TYPES OF AEFI 
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TYPE OF ADVERSE EVENT  NUMBER OF AEFI REPORTED (%) 
Fever 33(37.5) 
Swelling at injection site  23(26.1) 
Excessive crying 17(19.3) 
Redness at injection site  14(15.9) 
Abscess 1(1.1) 
No complaints 48(38.6) 



 

AEFI: Adverse Event Following Immunization 
 
As mentioned in Table 1 most common adverse event observed was fever (37.5%) followed by swelling at injection 
site (26.1%). As shown in Figure 1 other adverse events reported as excessive crying, redness at injection site and 
abscess at injection. There were no deaths or serious adverse events due to pentavalent immunization in our 
study.  
 
Our method of study was active search through telephonic survey including total 149 cases. Similar kind of method 
was used by study done by Carrasco-Garrido et al in Spain where study period was 6 months and included 946 
cases (14). The study done by Sreelakshmi sreedhar et al in 2014 reported only mild adverse events such as fever, 
unusual crying, and swelling. No serious adverse events were recorded in it. These finding are comparable to our 
study (15). 
FIGURE 2: GENDER DISTRIBUTION OF ADVERSE EVENTS

 
 
There was no significant difference between AEFI in males and females in our study (53% males and 47 % females) 
as shown in Figure 2. Similar results were found in study done by Vasudev K et al in 2015 (10) and study done by 
Nisarg J et al in 2012 (9).  
Incidence rate of AEFI was calculated as ratio of total number of children suspected to have at least one AEFI to 
total number of children recruited in study multiplied by 100. Out of 149 children, 74 children had at least one 
AEFI. Hence incidence calculated as 49.7 % which is very high compared to incidence of AEFI reported in a study by 
Nisarg J et al to be 20.8 % among 4320 children (9) and by Carrasco-Garrido et al in Spain to be about 19% (14). But 
Vasudev K et al found 60% incidence rate in their study (10) which is quite near to our incidence rate (10). 
 
The most common adverse event noted in our study was fever (37.5%) which was also reported by a study by Zhou 
et al in US (25.8 %) (16). Next common adverse event was swelling at injection site (26.1%). Study done by 
Carrasco-Garrido et al in Spain (12.2 per 1000 doses) (14) and Mansoor et al in New Zealand (68/1,00,000) reported 
swelling at the site of injection as the most common AEFI in their studies. However, they included all type of 
vaccines. We found similar results in a study done by Vasudev K et al where fever (36.8%) was the most common 
adverse event followed by swelling at injection site (28.1%) (10).  
 
TABLE 2 : DISTRIBUTION OF AEFI OBSERVED AT A TIME (N=88, OBSERVED IN 81 CHILDREN) 
Frequency of AEFI at a time Number of children with AEFI 
One 74 

Male, 86

Female 63

Not reachable 13(9.1) 
Total 149 



Two 7 
Three 0 
Total 81 
 
There were more than one AEFI noted at a time in many children. As mentioned in Table 2, out of 88 children with 
AEFI, 74 children developed one AEFI at a time followed by 7 children developed two AEFI at a time. 
 
FIGURE 3: DISTRIBUTION OF AEFI OBSERVED AT A TIME (N=88, OBSERVED IN 81 CHILDREN) 

 
AEFI: Adverse Event Following Immunization 
 
Our study has some drawback like short duration and collection of data by telephonic review. Minor reactions 
might not be reported by the parents/guardians. The study does not represent population vaccinated outside the 
tertiary teaching hospital. 
Conclusion 
 
All the adverse events in our study were mild and non-serious. An active search system for adverse reactions to 
vaccines, although mild in nature, could be missed by passive surveillance systems. It might assist to get 
information about incidence and pattern of AEFI in population. Hence, it should be integral to the management of 
immunization programs along with different procedures for detecting and assessing adverse reaction to vaccines. 
However, under reporting and difficulty in finding causal relationship might hinder pharmacovigilance on vaccines. 
Vaccines might have side effects but none are as severe as diseases themselves. Hence, benefits of immunization 
significantly prevail over the risks of immunization related adverse events. 
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