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Vaccine Adverse Event Reporting System (VAERS)
(co-managed CDC and FDA)'

Strengths Limitations

http://vaers.hhs.gov



http://vaers.hhs.gov/

VAERS Post Licensure Experience



Study Objectives



Method:
Clinical assessment



Method (cont.)
statistical Method



Results: Intussusception (IS) Reports after RotaTeq
(RV5) and Rotarix (RV1) Vaccines, VAERS 2006-2012

RotaTeq Rotarix

o 0O O O
o 0O O O




Results (cont.)
All Intussusception Reports after RotaTeq (RV5)
and Rotarix (RV1) Vaccines,
VAERS 2006-2012
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No. of intussusception reports after dose 1 of RotaTeq
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Results: Daily Reporting ratios and excess risk of
intussusception after RotaTeq (RV5) using the
self-controlled risk interval analysis for VAERS

data, by dose

Dose 1 50 10 3.75(1.90,7.39) <0.001 0.74(0.24,1.71) 30.1(9.8,69.9)

http://pediatrics.aappublications.org/content/early/2013/05/08/peds.2012-2554



http://pediatrics.aappublications.org/content/early/2013/05/08/peds.2012-2554

Limitation:
Self Control Risk interval (SCRI) method



Discussion
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