
A Multicenter, hospital-based, post-marketing, active surveillance study at 27

hospitals  across 10 states in India was conducted between 2016-2019. All infants (

age: 28-365 days, n=589) with intussusception (radiologically or surgically confirmed)

were included in self- controlled case series analysis. Rotavirus (Rotavac, Bharat

Biotech International) vaccination status was ascertained by means of vaccination

records. 

> The relative incidence (incidence during the risk window vs. all other times) of

intussusception within risk windows of 1 to 7 days, 8 to 21 days, and 1 to 21 days after

vaccination was evaluated.

> In a subgroup of patients, a matched case–control analysis was performed, with

matching for age, sex, and location.

Pre-marketing surveillance of new rotavirus vaccines did not
show any increase in risk of intussusception and present post-
marketing study  further provides confidence for safety of
rotavirus vaccination.
High antibodies of maternal milk, co-administration of oral polio
vaccine, malnutrition and presence of gut pathogens are possible
reasons for no risk of  intussusception post-vaccination in
developing countries.
With changing socioeconomics and decrease in oral polio
vaccination, risk of intussusception may change in India in future.

Conclusion: In this post-marketing, active surveillance study, it was found that

Rotavac, an oral rotavirus vaccine produced in India, was not associated with

intussusception in the population studied
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