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RE:  Petition submitted on March 20, 2026 by Aaron Siri and others Pursuant to 42 U.S.C. §
300aa-14(c)(2) to Amend the Vaccine Injury Table

Dear Secretary Kennedy:

This comment is submitted by a number of public health and administrative law scholars,’
regarding the above-referenced petition asking you to refer to the Advisory Commission on
Childhood Vaccines (“ACCV™) the petition’s request to add hundreds of new injuries to the

! The scholars submitting this comment are:

Alison Barkoff, JD, Harold and Jane Hirsh Associate Professor of Health Law and Policy,
Director, Hirsh Health Law and Policy Program, Department of Health Policy and Management,
Milken Institute School of Public Health, The George Washington University

Lynn R. Goldman, MD, MPH, MS, Dean Emerita, Milken Institute School of Public Health, The
George Washington University

Paula M. Lantz, PhD, MS, Professor Emerita, School of Public Policy and School of Public Health,
University of Michigan

Jeffrey Levi, PhD, Professor Emeritus, Department of Health Policy and Management, Milken
Institute School of Public Health, The George Washington University

Manya Magnus, PhD, MPH, Professor and Chair, Department of Epidemiology, Milken Institute
School of Public Health, The George Washington University

Sara Rosenbaum, JD, Professor Emerita, Health Law and Policy, Department of Health Policy and
Management, Milken Institute School of Public Health, The George Washington University

Joshua M. Sharfstein, MD, Distinguished Professor of the Practice, Department of Health Policy
and Management, Johns Hopkins Bloomberg School of Public Health
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Vaccine Injury Table (“Table”) established by the National Childhood Vaccine Injury Act of 1986
(the “Act”).

We recognize that the standard for referring a petition to the ACCV is an extremely low one—the
petition must be referred unless it is “clearly frivolous”—but write to urge careful scrutiny of the
petition, because it does not come anywhere close to providing the scientific evidence required to
support the addition of its listed injuries to the Table.

The “evidence” relied on by the petition consists of (1) the 2012 report by the Institute of Medicine
assessing evidence regarding the relationship between specific vaccines and specific adverse
events (“IOM Report™)?; and (2) package inserts for various vaccines.

But HHS already conducted a careful, comprehensive multi-year review of the IOM Report, which
resulted in a decision to add some injuries to the Table, and not to add others. And inclusion of an
adverse event in a package insert does not provide the evidence needed to consider addition of an
injury to the Table.

What the petition is actually seeking, therefore, are dramatic changes in both the procedure and
substantive standard for adding injuries to the Table—changes that would have very significant
adverse effects:

e Scaring parents by creating false impressions of linkages between vaccines and injuries—
thereby deterring use of life-saving vaccines and causing serious injuries and deaths of
thousands of children;

e C(logging the Vaccine Injury Compensation Program (“VICP”) with vast numbers of
unjustified claims that will make it extremely difficult for families with legitimate claims
to obtain compensation—undermining the key purpose of the Program and ultimately
crippling it; and

¢ Increasing the cost and decreasing the availability of vaccines that the federal government
has found to be critically important in saving children’s lives.

The Vaccine Injury Compensation Program

“[TIwo overriding concerns” prompted Congress to adopt the Act: “the inadequacy—from both
the perspective of vaccine injured persons as well as vaccine manufacturers—of [a tort-based]
approach to compensating those who have been damaged by a vaccine,” and “the instability and

2 Institute of Medicine, Adverse Effects of Vaccines: Evidence and Causality (National Academy
Press 2012), https://www.nationalacademies.org/read/13164/chapter/1.
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unpredictability of the childhood vaccine market” due to vaccine manufacturers’ fear of tort
liability.? As the Supreme Court explained in an opinion interpreting the Act,

“Whereas between 1978 and 1981 only nine product-liability suits
were filed against [manufacturers of the diphtheria-tetanus-pertussis
(“DTP”) vaccine], by the mid-1980’s the suits numbered more than
200 each year. This destabilized the DTP vaccine market, causing
two of the three domestic manufacturers to withdraw; and the
remaining manufacturer, Lederle Laboratories, estimated that its
potential tort liability exceeded its annual sales by a factor of 200.

“Despite the large number of suits, there were many complaints that
obtaining compensation for legitimate vaccine-inflicted injuries was
too costly and difficult. A significant number of parents were
already declining vaccination for their children, and concerns about
compensation threatened to depress vaccination rates even further.
This was a source of concern to public health officials, since
vaccines are effective in preventing outbreaks of disease only if a
large percentage of the population is vaccinated.”*

The Department’s website explains the situation clearly:
“Vaccines save lives by preventing disease.

“Most people who get vaccines have no serious problems. Vaccines,
like any medicines, can cause side effects, but most are very rare
and very mild. Some health problems that follow vaccinations are
not caused by vaccines.

“In very rare cases, a vaccine can cause a serious problem, such as
a severe allergic reaction. . . .

“The National Vaccine Injury Compensation Program is a no-fault
alternative to the traditional legal system for resolving vaccine
injury petitions.

“It was created in the 1980s, after lawsuits against vaccine
companies and health care providers threatened to cause vaccine

3 H.R. Rep. No. 908, 99th Cong., 2d Sess. 7 (1986).
4 Bruesewitz v. Wyeth LLC, 562 U.S. 223, 227 (2011) (footnotes omitted).
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To accomplish its twin objectives of stabilizing the vaccine market and facilitating compensation,
“[t]he Act establishes a no-fault compensation program ‘designed to work faster and with greater
ease than the civil tort system.””® A person injured by a vaccine, or his legal guardian, files a
petition for compensation under the no-fault system. After that process is completed, the claimant
may either accept the award under that system, or reject it and file a tort lawsuit against the

shortages and reduce U.S. vaccination rates, which could have
caused a resurgence of vaccine preventable diseases.”’

manufacturer in court.

The Supreme Court described how the Program works:

HHS’s most recent report on the VICP states that from 1988 through 2024, approximately $5.5
billion was paid to nearly 13,000 claimants. Just about half of the petitions filed resulted in a

“Fast, informal adjudication is made possible by the Act’s Vaccine
Injury Table, which lists the vaccines covered under the Act;
describes each vaccine’s compensable, adverse side effects; and
indicates how soon after vaccination those side effects should first
manifest themselves. Claimants who show that a listed injury first
manifested itself at the appropriate time are prima facie entitled to
compensation. No showing of causation is necessary . . .. A claimant
may also recover for unlisted side effects, and for listed side effects
that occur at times other than those specified in the Table, but for
those the claimant must prove causation. Unlike in tort suits,
claimants under the Act are not required to show that the
administered vaccine was defectively manufactured, labeled, or
designed.”’

payment to the claimant.®

HHS’s Procedure and Standard for Adding Injuries to the Table

The Act authorizes the Secretary to modify the Table—including adding or deleting injuries—
through notice-and-comment rulemaking. There must be opportunity for a public hearing and at

> https://www.hrsa.gov/vaccine-compensation.
® Bruesewitz v. Wyeth LLC, 562 U.S. at 228 (citation omitted).
7 Id. at 228-229 (footnotes omitted).

8 HRSA, Data & Statistics (Mar. 3, 2026), https://www.hrsa.gov/sites/default/files/hrsa/vicp/vicp-

stats-03-01-26.pdf.
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least 180 days of public comment.” The Secretary may not propose a regulation without first
providing the proposal to the Advisory Commission on Childhood Vaccines and allowing the
Commission at least 90 days to evaluate the proposal.'°

Members of the public “may petition the Secretary to propose regulations to amend” the Table;
unless the petition is “clearly frivolous” the Secretary must refer it to the Advisory Commission
on Childhood Vaccines for evaluation.!!

In determining whether to add an injury to the Table, the Secretary has sought the views of the
Institute of Medicine, the ACCV, the Advisory Committee on Immunization Practices and its
working groups, the Centers for Disease Control and Prevention, and the National Vaccine
Advisory Committee—as well as engaging in extensive reviews of the relevant scientific
literature.'?

The substantive standard consistently applied by the Secretary is whether “current scientific
evidence” supports a “causal association” between the vaccine and the injury.”!®* “[T]he
appropriate framework for making changes to the Table is to make specific findings as to the
illnesses or conditions that can reasonably be determined in some circumstances to be caused or
significantly aggravated by the vaccines under review and the circumstances under which such
causation or aggravation can reasonably be determined to occur.”'* Thus, the Secretary has added
injuries to the Table where “current scientific evidence supports” that “causal association,” and

942 U.S.C. § 300aa-14(c)(1).
10 7d. § 300aa-14(d).
1 1d. § 300aa-14(c)(2).

12 E.g., HHS, National Vaccine Injury Compensation Program: Revisions to the Vaccine Injury
Table, 80 Fed. Reg. 45132, 45134 (July 29, 2015); see also HHS, National Vaccine Injury
Compensation Program: Statement of Reasons for Not Conducting Rulemaking Proceedings, 84
Fed. Reg. 11473, 11474-81 (Mar. 27, 2019).

13 E.g., HHS, National Vaccine Injury Compensation Program: Statement of Reasons for Not
Conducting Rulemaking Proceedings, 84 Fed. Reg. 11473, 11475 (Mar. 27, 2019) (“current
scientific evidence does not support a causal association between vaccinations and autism”); id. at
11477 (“current scientific evidence does not support a causal association between vaccinations and
asthma”); id. at 11479 (“current scientific evidence does not support a causal association between”
specified vaccines and tics/tic disorders); id. at 11481 (same conclusion for other injuries); HHS,
National Vaccine Injury Compensation Program: Statement of Reasons for Not Conducting
Rulemaking Proceedings, 80 Fed. Reg. 24228, 24229 (Apr. 30, 2015) (“no reliable scientific
evidence of a causal association” between vaccine and injury)

4 National Vaccine Injury Compensation Program: Revisions to the Vaccine Injury Table, 80 Fed.
Reg. at 45134.
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rejected requests to add injuries where “current scientific evidence does not support” that “causal
association.”!”

The Petition’s Flaws

The petition falls far short of satisfying the statutory requirements for a number of different
reasons.

First, and most fundamentally, the petition rests upon the very different, erroneous contention that
an injury must be added to the Table unless a causal association is proven not to exist. Indeed the
petition expressly seeks the addition to the Table of injuries for which the IOM Report was unable
to find a causal association.'®

That standard has never been applied by the Secretary and is contrary to Congress’s directives and
wholly inconsistent with the Act and the statutory structure governing the VICP. The petition does
not even assert, let alone try to establish, that its list of injuries satisfies the actual legal standard
that has been applied consistently by the Secretary—which requires proof of a causal association
between the vaccine and the cited injury to justify addition of an injury to the Table.

Second, the petition ignores the fact that the Secretary undertook a comprehensive review of the
IOM Report, proposed to add a number of injuries to the Table and not to add others, and—
following the required public comment proceedings, finalized the rule.!” As the Secretary
explained, “[a]fter release of the [IOM Report], nine HHS workgroups including HRSA and the
Centers for Disease Control and Prevention (CDC) medical staff reviewed the IOM conclusions
on 158 vaccine adverse-events, as well as any newly published scientific literature not contained
in the IOM report and developed a set of proposed changes” to the Table.!'® The ACCV considered
the proposed changes at multiple meetings.!® The Secretary further considered the IOM Report in

15 See notes 13-15 supra & note 17, infra; see also HHS, National Vaccine Injury Compensation
Program: Revisions and Additions to the Vaccine Injury Table, 66 Fed. Reg. 36735, (July 13,

2001) (“because the evidence of a causal link between the . . . vaccine and the injury . . . is so
strong,” and there was no evidence negating causal link, Secretary proposed adding injury to
Table).

16 Petition at 3 (stating that the petition does not seek inclusion of injuries for which the IOM Study
“rule[d] out a causal relationship,” and does seek inclusion for the “vaccine-injury pairs” for which
“no such showing has been made”).

'7 National Vaccine Injury Compensation Program: Revisions to the Vaccine Injury Table, 80 Fed.
Reg. at 45133-35; see also National Vaccine Injury Compensation Program: Revisions to the
Vaccine Injury Table, 82 Fed. Reg. 6294 (Jan. 19, 2017) (finalizing rule).

18 1d. at 45134.
914
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connection with subsequent citizen petitions requesting that particular injuries be added to the
Table.?

The petition thus requests that the Secretary and the ACCV undertake an analysis that has already
occurred—and to do so based on an erroneous legal standard.

Third, inclusion of an adverse event in a vaccine package insert does not in any way demonstrate
the existence of the “causal association” needed to add an injury to the Table. The list of injuries
in the petition appears to be drawn entirely, or virtually entirely, from section 6.2 of the package
inserts, which addresses “Postmarketing Experience.” Virtually all manufacturers preface the list
of injuries in that section with a statement disclaiming causal association—such as: “Because these
reactions are reported voluntarily from a population of uncertain size, it is not always possible to
reliably estimate their frequency or establish a causal relationship to vaccination.”?! Inclusion in
that section of the label therefore says nothing about the existence of a causal relationship. And,
of course, the law requires the Secretary to make his own determination whether the requisite
causal association exists—and the Secretary’s consistent practice has been to base those decisions
on scientific evidence and expert analysis, not manufacturers’ labels.

Fourth, the petition also cites a 2021 report by the Agency for Healthcare Research and Quality
regarding the adverse events studied in the IOM Report.?? But that report simply conducted a
review of literature on vaccine safety, updating a prior 2014 report. And the petition omits the
2021 report’s conclusion: “Across this large body of research, we found no new evidence of
increased risk since the prior 2014 report for key adverse events following administration of
vaccines that are routinely recommended.”?

Fifth, the petition’s assertion that there is an “ongoing statutory violation”* rests on its erroneous

view of the standard governing additions to the Table. It is therefore baseless.

20 See notes 12-14, supra.
2l E.g., INFANRIX label; Recombivax HB label.

22 See Petition at 4 & n. 7, citing AHRQ, Safety of Vaccines Used for Routine Immunization in the
United States: An Update (2021), https://effectivehealthcare.ahrq.gov/products/safety-
vaccines/research.

2.

24 Petition at 4.
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Thank you for the opportunity to submit these comments. The commenters remain available to
provide any additional information that would be useful.

Sincerely,

F

Andrew J. Pincus





