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Background: The Vaccine Act and Previous 

IOM Studies 
 

• Original Congressional enactment included a 
Vaccine Injury Table that provides a legal 
presumption of causation. 

 

• Congress required scientific analysis of vaccine-
associated adverse events (sections 312 and 313 of 
the National Childhood Vaccine Injury Act of 1986).  

 

• Mandated Institute of Medicine (IOM) review, and 
expected that the IOM findings would be considered 
for possible incorporation into the Vaccine Injury 
Table by the Secretary, in consultation with Advisory 
Commission on Childhood Vaccines (ACCV). 

 



 
Background: 

Adverse Effects  of Vaccines 

Evidence and Causality  

 IOM Report, 2012 
 

• Updates to the Vaccine Injury Table long overdue 

(science >10 years old) 

• Contract with IOM for a new report focused on 8 

vaccines, 5 of which had not been previously 

reviewed 

• Funded by HRSA, CDC and National Vaccine 

Program Office 

– Shared responsibility for vaccine injury 

compensation and vaccine safety 



2012 IOM Report 

• Scope of work required IOM to focus 

on biological mechanisms of injuries 

as well as the weight of the evidence 

on causation. 
 



Revising the Table 

• Process: 
– Internal HHS review of report 

– Internal initial recommendations 
regarding modifications to the Vaccine 
Injury Table 

• ACCV Guiding Principles  

– Internal initial recommendations 
regarding modifications to the 
Qualifications and Aids to Interpretation 





Revising the Table 

• DRAFT Proposal Presented to ACCV  

• Unanimously approved by ACCV at 
March 8, 2012 meeting  

• Transcript of ACCV meeting and draft 
color-coded Table/QAI: 
– http://www.hrsa.gov/vaccinecompensation/

commissionchildvaccines.html 

– http://www.hrsa.gov/vaccinecompensation/
proposedchanges1010.pdf 

  

 



Five General Categories of Draft Proposed 

Revisions Presented at ACCV Meeting 

1) Injection-Related Events 

2) Anaphylaxis 

3) Vaccine-Strain Measles Viral Disease 
in an Immunodeficient Recipient  

4) Disseminated Varicella Vaccine-Strain 
Viral Disease & Varicella Vaccine-
Strain Viral Reactivation 

5) Organizational and Structural Changes 
to Table 

 

 



Five General Categories of 

Revisions 

 
 

1) Injection-Related Events (all injected 
vaccines): 

 -Shoulder Injury Related to Vaccine 
Administration (SIRVA) 

 -Vasovagal Syncope   
 

 

 



Five General Categories of 

Revisions 

 
 

2) Anaphylaxis  

 -Varicella Vaccine 

 -Trivalent Influenza Vaccine 

 -Meningococcal Vaccine 

 -HPV 

  
 

 

 



Five General Categories of 

Revisions   
 

 

3) Vaccine-Strain Measles Viral Disease 
in an Immunodeficient Recipient  

 -Measles-Containing Vaccines 

  
 

 

 



Five General Categories of 

Revisions   
 

4) Disseminated Varicella Vaccine-
Strain Viral Disease  

 

 Varicella Vaccine-Strain Viral 
Reactivation   

  -Varicella-Containing Vaccines 

  
 

 

 



Five General Categories of 

Revisions 

 

5) Organizational and Structural 
Changes  

  -designed to increase clarity and 
scientific accuracy 

  -addition of a glossary of terms 
used within the Table and QAIs 
 

 

 



Some Findings Resulted in No 

Proposed Changes 

 
• There also were IOM Findings that 

the workgroups concluded did not 
result in proposed changes to the 
Table because:  

  -injury already on Table and 
 Guiding Principles indicate it 
 should be retained; 

  -injury transient in nature; or 

  -because Table may not be used 
 to draw negative presumptions.  



Revising the Table 

 

• Notice of Proposed Rulemaking 
– Statute requires: 

• At least 180 days of public comment 

• Public hearing 

 

• Final rule 



Revising the Table 

• Effect of revisions 
– All changes are prospective. 

– If revisions would permit an individual who was 
not, before such revision, eligible to seek 
compensation under the Program, or to 
significantly increase the likelihood of obtaining 
compensation, even if an earlier petition had been 
filed, such person may file a claim no later than 2 
years after the effective date of the revision (with 
an 8-year look back). 



General Inquiries: 

 

Joel Soodak 
Division of Vaccine Injury Compensation 

Health Resources and Services Administration 

Department of Health and Human Services 

 

jsoodak@hrsa.gov 

301/443-4427 
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