
 
 

 
 

VIA EMAIL AND FEDEX       March 20, 2026 
 
The Honorable Robert F. Kennedy, Jr. 
Secretary, U.S. Department of Health & Human Services 
Hubert H. Humphrey Building 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 

  
 

Re: Petition Pursuant to 42 U.S.C. § 300aa-14(c)(2) to Amend the Vaccine Injury Table 
and Notice of Ongoing Statutory Violation Pursuant to 42 U.S.C. § 300aa-31 

 
Dear Secretary Kennedy: 

 
On behalf of the Informed Consent Action Network (“ICAN”), and numerous individuals 

injured by childhood vaccines (collectively with ICAN, the “Petitioners”), we write to petition 
you, as the Secretary of Health and Human Services (“the Secretary”), to amend the Vaccine 
Injury Table (“Table”) pursuant to the National Childhood Vaccine Injury Act of 1986, 42 U.S.C. 
§ 300aa-14, and to provide notice pursuant to 42 U.S.C. § 300aa-31 that the current Table 
constitutes an ongoing violation of federal law.  

I. Background and Purpose of the Vaccine Injury Compensation Program  

  Congress enacted the National Childhood Vaccine Injury Act (the “Act”) of 1986 which 
created the Vaccine Injury Compensation Program (“VICP”) with the express intent of providing 
“fair, expedited compensation” to individuals injured by covered vaccines.1 In exchange for access 
to what was supposed to be a streamlined compensation system, injured parties relinquish 
significant rights—including the right to a jury trial, adjudication before an Article III judge, 
meaningful discovery, contingency-based attorneys’ fees to attract counsel, and having an 
adversary with limited resources, instead of being adversarial to HHS and the Department of 
Justice.   

 To implement this framework, and to provide a trade-off for the loss of these rights, 
Congress required the creation of a Vaccine Injury Table identifying those injuries, disabilities, 
illnesses, conditions, and deaths “associated with” covered vaccines and for which compensation 
may be awarded when the statutory criteria are met. Notably, Congress deliberately used the term 
“associated with,” rather than “caused by,” to define the scope of the injuries included on the Table. 
See 42 U.S.C. § 300aa-14(e). That choice was intentional. It reflects Congress’s recognition that 
vaccine science evolves and that definitive causal determinations may lag behind observed clinical 
associations. Accordingly, the statute directs that the Table “shall” include the “injuries, 
disabilities, illnesses, conditions, and deaths associated with” covered vaccines. 42 U.S.C. §300aa-
14(e)(1)(B); 42 U.S.C. § 300aa-14(e)(2)(B).  

 
1 https://www.congress.gov/committee-report/106th-congress/house-report/977/1. 
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The statutory design ensures that, where evidence supports an association between a 
covered vaccine and an adverse condition, the Secretary must initiate rulemaking to amend the 
Table to add the adverse condition. The VICP was structured to operate in circumstances where 
scientific certainty is incomplete—not to delay Table inclusion until causation has been 
conclusively established. In that regard, the conditions detailed herein, including those identified 
in the Appendix, have been shown to be “associated with” the relevant vaccines, as reflected in 
findings and acknowledgments by the CDC, FDA, HRSA, other federal health authorities, and the 
vaccine manufacturers themselves.  

II. Legal Authority and Statutory Framework   

Under 42 U.S.C. § 300aa-14(c)(1), the Secretary is authorized to promulgate regulations 
modifying the Table through notice-and-comment rulemaking. Section § 300aa-14(c)(2) further 
provides that any person—including members of the public—may petition the Secretary to 
propose amendments to the Table. Unless a petition is clearly frivolous, it must be referred to the 
Advisory Commission on Childhood Vaccines (“Commission”) for its recommendations. Upon 
receipt of the Commission’s recommendation—or 180 days after referral, whichever occurs first—
the Secretary shall either initiate a rulemaking proceeding on the matters proposed in the petition 
or publish in the Federal Register a statement of reasons for declining to do so.  

The statute contains an additional mandatory directive. When the CDC recommends a 
vaccine for routine administration to children after August 1, 1993, the Secretary shall amend the 
Table within two years to include that vaccine and the injuries, disabilities, illnesses, conditions, 
and deaths associated with it. See 42 U.S.C. § 300aa-14(e)(2)(A)-(C). The statutory language is 
unequivocal: amendment is not discretionary. The obligation to amend the Table must be 
implemented through the rulemaking framework established by Congress.  

III. Federal Health Authorities Have Evaluated and Identified Vaccine-Injury 
Associations That Are Not Currently on the Vaccine Injury Table 

In 2009, HHS and HRSA contracted with the Institute of Medicine (“IOM”) to convene a 
committee of experts to review the epidemiologic, clinical, and biological evidence regarding 
adverse health events associated with specific vaccines covered by the VICP. The IOM was 
expressly charged by HHS and HRSA, and partially funded by CDC, with studying vaccine-injury 
pairs expressly identified by these agencies as being “associated with” one or more childhood 
vaccines, including evaluating the biological mechanisms that underlie specific theories for how a 
vaccine is related to a specific adverse event.  

The resulting IOM report, published in 2012, studied approximately 158 vaccine-injury 
pairs that these agencies had identified as being associated and categorized them based on the 
strength of the available evidence, including findings of causal relationship, evidence favoring 
rejection of causal relationship, and instances in which the evidence was inadequate to accept or 
reject causation. In many instances, the IOM identified evidence consistent with association or 
biologic plausibility while acknowledging limitations in available studies.  

The fact that federal health authorities identified what vaccines were associated with what 
injuries, and then commissioned, conducted, and relied upon this evaluation reflects official 
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recognition that these vaccine-injury pairs meet the statutory framework: these vaccines were 
recommended for routine use by CDC and these injuries are associated with these vaccines. Thus, 
where the federal government has acknowledged associations relevant to covered vaccines, those 
findings bear directly on the Secretary’s obligation to amend the Table under 42 U.S.C. § 300aa-
14.   

Importantly, although not relevant to the determination as to whether they should be added 
to the Table, the IOM was unable to reach a causality conclusion for the vast majority of these 
vaccine-injury pairs—not because evidence showed a lack of association, but because the studies 
had not been done.  

The IOM ruled out only five vaccine-injury pairs—including MMR and autism—because 
some studies have been done which the IOM used to rule out a causal relationship for those five 
specific pairs. Thus, this petition does not seek those injuries’ inclusion on the Table. For the 
remaining vaccine-injury pairs, no such showing has been made. Federal law therefore requires 
that the Secretary add these injuries, which HRSA already expressly stated were associated with 
one or more vaccines, to the Table through rulemaking consistent with 42 U.S.C. § 300aa-14.   

As the IOM Report itself states in its Preface:  

The Institute of Medicine (IOM) was charged by Congress when it 
enacted the National Childhood Vaccine Injury Act in 1986 with 
reviewing the literature regarding the adverse events associated 
with vaccines covered by the program, a charge which the IOM has 
addressed 11 times in the past 25 years. Following in this tradition, 
the task of this committee was to assess dispassionately the scientific 
evidence about whether eight different vaccines cause adverse 
events (AE), a total of 158 vaccine-AE pairs, the largest study 
undertaken to date, and the first comprehensive review since 1994.2 

The Memorandum of Agreement between HRSA and the IOM,3 executed in 2009, reflects 
that the IOM was charged with investigating “adverse health events associated with” vaccines—
language that directly mirrors the statutory standard.4 The final report by the IOM recognizes this 
in its “Charge to the Committee:” “In 2009 the IOM entered into a contract with the Health 
Resources and Services Administration (HRSA)5 to convene a committee of experts to review the 
epidemiologic, clinical, and biological evidence regarding adverse health events associated with 
specific vaccines covered by the VICP.” 

 
2  See 2012 Institute of Medicine Report, “Adverse Effects of Vaccines, Evidence and Causality,” available at 
https://www.nationalacademies.org/read/13164 at ix (emphasis added).  
3 See https://childrenshealthdefense.org/wp-content/uploads/01-11-MOAs-for-the-2011-IOM-Report.pdf. 
4 https://childrenshealthdefense.org/wp-content/uploads/01-11-MOAs-for-the-2011-IOM-Report.pdf. 
5 “The CDC and the National Vaccine Program Office also provided funds for the project via the contract with HRSA.” 
(footnote in original source).  
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The IOM report reflects the committee’s expectation that “…the report will provide the 
scientific basis for review and adjudication of claims of vaccine injury by the VICP.”6  

Thus, HHS, CDC, HRSA, and the National Vaccine Program Office are thus on record 
commissioning multiple studies to assess already-identified vaccine-injury associations, and yet 
have still failed to add those conditions to the Table. These federally commissioned findings 
underscore that the government has long recognized the relevance of association-based analysis 
under the Act.  

Similarly, in 2021, the Agency for Healthcare Research and Quality (“AHRQ”) conducted 
an updated review of the same vaccine-injury pairs previously examined by the IOM.7 The report 
“was limited to a safety assessment and focuses on reported adverse events associated with 
vaccines” and the report’s “Strengths and Limitations” section stated: “Our review of the literature 
was extensive and designed to capture available evidence on the presence and absence of adverse 
events associated with vaccines currently in use in the United States for routine immunization.”8 
Critically, the fact that AHRQ looked at these associated injury pairs again—years after the IOM 
Report—reflects a recognition and acknowledgement that not only are these injuries associated 
with vaccines, but there is reason to continue examining these associations.9  

To be clear, HHS, CDC, HRSA, AHRQ, and the National Vaccine Program Office have 
publicly and continuously recognized numerous injuries as “associated with” vaccines and yet 
these injuries have not been added to the Table in violation of federal law.  

IV. The Secretary’s Failure to Act Constitutes an Ongoing Statutory Violation  

These conditions are mandated to be included on the Table pursuant to 42 U.S.C. § 300aa-
14. Section 300aa-14(e) provides that the Table “shall” be amended to include “the injuries, 
disabilities, illnesses, conditions, and deaths associated with” covered vaccines within two years 
of those vaccines having been recommended for routine use. When the “associated with” standard 
is met, amendment must occur pursuant to 42 U.S.C. § 300aa-14(e).10  

Federal health authorities have for years identified and acknowledged associations between 
specific vaccines and adverse health events. Where such associations have been recognized, the 
continued failure to amend the Table is inconsistent with the obligations imposed by 42 U.S.C. § 
300aa-14.  

 
6  See 2012 Institute of Medicine Report, “Adverse Effects of Vaccines, Evidence and Causality,” available at 
https://www.nationalacademies.org/read/13164 at 2.  
7 See AHRQ, CER-244, Safety of Vaccines Used for Routine Immunization in the United States (2021), available at 
https://effectivehealthcare.ahrq.gov/sites/default/files/pdf/cer-244-safety-vaccines.pdf. 
8 Id. at 9 and ES-8 (emphasis added).  
9 See also https://effectivehealthcare.ahrq.gov/sites/default/files/pdf/vaccine-safety_research.pdf.  
10 Injuries associated with vaccines routinely recommended before August 1, 1993 should have been added to the table 
no later than August 1, 1995. See 42 U.S.C. § 300aa-14(e)(1). Injuries associated with vaccines routinely 
recommended after August 1, 1993 should have been added within two years of the date of routine recommendation. 
See 42 U.S.C. § 300aa-14(e)(2). 
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This letter therefore serves as:  

(1) A formal petition pursuant to 42 U.S.C. § 300aa-14(c)(2) requesting referral to the 
Commission and initiation of rulemaking proceedings to amend the Table; and  
 

(2) Notice pursuant to 42 U.S.C. § 300aa-31 that the Secretary’s failure to act concerning 
these acknowledged associations constitutes noncompliance with the mandatory 
statutory obligations under 42 U.S.C. § 300aa-14(e) and the procedural requirements 
of 42 U.S.C. § 300aa-14(c).  
 

V. Identification of Vaccine-Injury Pairs (Appendix) 

Attached hereto as “the Appendix” is a chart identifying specific vaccine-injury pairs that 
federal health authorities have previously acknowledged and recognized in various official 
publications to be associated with covered vaccines within the meaning of 42 U.S.C. § 300aa-
14(e). The chart compiles findings and acknowledgements reflected in the 2012 IOM report 
commissioned and/or funded by HHS, HRSA, CDC, and the National Vaccine Program Office; 
the 2021 AHRQ report; CDC materials; and FDA-approved vaccine manufacturer package inserts.  

The purpose of the Appendix is not to relitigate scientific questions, but to identify vaccine-
injury pairs that the federal government itself has already recognized as associated. In numerous 
instances, federal authorities have expressly used the language of “association,” “correlation,” 
“relationship,” or biological plausibility in discussing these adverse events. Under the statutory 
standard, which refers to injuries “associated with” covered vaccines, such acknowledgements are 
legally sufficient to trigger the Secretary’s obligation to evaluate their inclusion on the Table.  

The Appendix further identifies, where applicable, each federal entity and/or manufacturer 
that has acknowledged the association as well as the source document reflecting that 
acknowledgment. This compilation is intended to assist the Secretary in discharging his statutory 
responsibilities by providing a consolidated reference to injuries already recognized within federal 
health literature as “associated with” certain vaccines.  

Petitioners respectfully request that the Secretary review each vaccine-injury pair identified 
in the Appendix and forthwith initiate proceedings to amend the Table forthwith consistent with 
the requirements of 42 U.S.C. § 300aa-14(c)(2) and (e).  

VI. Petition and Requests 

Pursuant to 42 U.S.C. § 300aa-14(c)(2) and the citizens’ petition provision of the statute, 
Petitioners respectfully request that the Secretary:  

1. Refer this petition to the Commission in accordance with 42 U.S.C. § 300aa-14(c)(2);  
 

2. Initiate notice-and-comment rulemaking to evaluate amendment of the Table with 
respect to the vaccine-injury pairs identified in the Appendix;  
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3. Include in any such rulemaking all injuries, disabilities, illnesses, conditions, and 
deaths associated with covered vaccines where federal health authorities—including 
HHS, HRSA, CDC, AHRQ, the National Vaccine Program Office, and FDA—or 
vaccine manufacturers (as reflected in FDA-approved package inserts) have 
acknowledged evidence of association;  
 

4. Ensure that any amendments to the Table reflect all associations acknowledged in 
federal health literature—including through the IOM commissioning process, AHRQ 
reports, CDC recommendations, FDA approvals, and FDA-approved vaccine 
manufacturer package inserts—consistent with the statutory standard that an 
“association,” rather than causation, triggers inclusion on the Table; and  

 
5. Comply with the mandate of 42 U.S.C. § 300aa-14(e)(2) to amend the Table to include 

all vaccines routinely recommended by the CDC after August 1, 1993, along with their 
associated injuries, disabilities, illnesses, conditions, and deaths.  

 
VII. Conclusion  

The VICP was designed to provide a safety net for vaccine-injured individuals—a promise 
to the American public in exchange for the significant legal rights they surrendered. That promise 
has not been kept, and as such, the VICP’s statutory objectives have not been realized. Congress 
employed mandatory language and established specific procedural safeguards to ensure that the 
Table would be amended when appropriate. For more than a decade, federal health authorities 
have acknowledged associations between vaccines and injuries while simultaneously failing to add 
those injuries to the Table, leaving affected individuals without access to compensation the statute 
was designed to provide.   

To avoid litigation, Petitioners respectfully petition and urge the Secretary to act 
immediately to fulfill the statutory mandate, strengthen and clarify the administration of the VICP 
consistent with congressional intent, and ensure that all vaccine-injured Americans receive the 
compensation they are owed. At a minimum, that includes adding to the Table the injuries that 
have already been admitted by federal health agencies to be associated with one or more vaccines, 
as detailed in the Appendix to this letter.  

We stand ready to provide any additional information, data, or briefing that would assist 
the Secretary in taking the required action. Thank you for your deep and abiding commitment to 
make HHS transparent and accountable, and to correcting its longstanding failures and deficiencies. 
We appreciate your sacrifice and work toward those critical goals on behalf of the American people. 

Very truly yours, 
 
 

 
Aaron Siri, Esq. 
Elizabeth A. Brehm, Esq. 
Erin K. Bello, Esq. 
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