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Limits of preLimits of pre--licensure trials => reliance licensure trials => reliance 
on poston post--licensure for safety surveillance.licensure for safety surveillance.
Most common postMost common post--licensure surveillance: licensure surveillance: 
passive “spontaneous” reporting system.passive “spontaneous” reporting system.
AE’s occur rarely => each reporter likely AE’s occur rarely => each reporter likely 
doing so 1st time => nondoing so 1st time => non--standardized standardized 
datadata
•• unlike clinical trialunlike clinical trial
•• data heterogeneity  => interpretation difficultdata heterogeneity  => interpretation difficult
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Tasks:Tasks:
•• Intensive study: person with true reactions.Intensive study: person with true reactions.
•• Standard assessment => => new “syndrome X”?Standard assessment => => new “syndrome X”?
•• Monitoring next dose in patients with severe AE.Monitoring next dose in patients with severe AE.
•• Consultation for clinical safety questions + followConsultation for clinical safety questions + follow--up to up to 

track compliance & outcome.track compliance & outcome.

Goal:Goal:
•• Increase scientific knowledge of “outliers.”Increase scientific knowledge of “outliers.”
•• Maximize utility of VAERS as “disease registry”.Maximize utility of VAERS as “disease registry”.
•• Eventual regional distribution.Eventual regional distribution.
•• Disseminate protocols and findings via webDisseminate protocols and findings via web..
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Some Examples of CISA ProjectsSome Examples of CISA Projects

VacciniaVaccinia protocols and algorithmsprotocols and algorithms
Limb swelling after the 5Limb swelling after the 5thth dose of dose of 
DTaPDTaP
Lymphoma and SVLymphoma and SV--40 virus40 virus
Genetics of adverse reactions to Genetics of adverse reactions to 
smallpox vaccinesmallpox vaccine
NeurologicNeurologic reactions after reactions after 
immunizationimmunization
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