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Discussion and Interpretation 



Vaccine Safety Surveillance in the U.S.

 Well-established vaccine safety surveillance systems remain the 
cornerstone of COVID-19 vaccine safety monitoring in the U.S.

 Novel approaches to surveillance have enriched our understanding of 
COVID-19 vaccine safety in the early phases of vaccine deployment

 VaST meets weekly to review all available data and to ensure a 
coordinated approach across multiple safety surveillance systems
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VaST Discussion and Interpretation
 Consistent with clinical trial data, local and systemic reactions are 

commonly reported following vaccination in V-SAFE and VAERS
 During the early phase of the U.S. vaccination program (<3 months) 

–
–

–

–

Rely on data reported to VAERS
Limitations - numerator only data; descriptive; reporting bias

 During the later phase of the U.S. vaccination program
Rely on data from population-based surveillance systems (e.g., VSD, 
CMS, Genesis) to understand the risk of AESIs following vaccination
Numerator and denominator data; comparison groups available
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VaST Discussion and Interpretation 
 Anaphylaxis following COVID-19 vaccination is being closely monitored

–

–
–
–

Estimated rates currently range from 2.8 to 5.0 per million doses 
(using Brighton Collaboration case definition)

 In response, CDC has recommended risk mitigation strategies, including:
Screening for risk prior to vaccination
Monitoring for symptoms post-vaccination
Early recognition and management of anaphylaxis on-site 

 Provider and patient education ongoing by CDC and partners
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VaST Interpretation and Plans

 Serious AEs following COVID-19 vaccination are being closely monitored
– Data in the U.S. and Europe suggest that case reports are consistent 

with all-cause mortality rates, particularly in frail, elderly individuals
 Anticipate additional vaccine safety surveillance systems will begin 

reporting data as we vaccinate a larger proportion of the U.S. population
 VaST will continue to update the ACIP COVID-19 vaccines workgroup, ACIP 

secretariat and ACIP on a regular basis
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