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The National Childhood Vaccine Injury Act of 1986 (NCVIA or Act) cre-
ated a no-fault compensation program to stabilize a vaccine market
adversely affected by an increase in vaccine-related tort litigation
and to facilitate compensation to claimants who found pursuing le-
gitimate vaccine-inflicted injuries too costly and difficult. The Act
provides that a party alleging a vaccine-related injury may file a peti-
tion for compensation in the Court of Federal Claims, naming the
Health and Human Services Secretary as the respondent; that the
court must resolve the case by a specified deadline; and that the
claimant can then decide whether to accept the court’s judgment or
reject it and seek tort relief from the vaccine manufacturer. Awards
are paid out of a fund created by an excise tax on each vaccine dose.
As a quid pro quo, manufacturers enjoy significant tort-liability pro-
tections. Most importantly, the Act eliminates manufacturer liability
for a vaccine’s unavoidable, adverse side effects.

Hannah Bruesewitz’s parents filed a vaccine-injury petition in the
Court of Federal Claims, claiming that Hannah became disabled af-
ter receiving a diphtheria, tetanus, and pertussis (DTP) vaccine
manufactured by Lederle Laboratories (now owned by respondent
Wyeth). After that court denied their claim, they elected to reject the
unfavorable judgment and filed suit in Pennsylvania state court, al-
leging, inter alia, that the defective design of Lederle’s DTP vaccine
caused Hannah’s disabilities, and that Lederle was subject to strict
liability and liability for negligent design under Pennsylvania com-
mon law. Wyeth removed the suit to the Federal District Court. It
granted Wyeth summary judgment, holding that the relevant Penn-
sylvania law was preempted by 42 U. S. C. §300aa—22(b)(1), which
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provides that “[n]o vaccine manufacturer shall be liable in a civil ac-
tion for damages arising from a vaccine-related injury or death asso-
ciated with the administration of a vaccine after October 1, 1988, if
the injury or death resulted from side-effects that were unavoidable
even though the vaccine was properly prepared and was accompanied
by proper directions and warnings.” The Third Circuit affirmed.

Held: The NCVIA preempts all design-defect claims against vaccine
manufacturers brought by plaintiffs seeking compensation for injury
or death caused by a vaccine’s side effects. Pp. 7-19.

(a) Section 300aa—22(b)(1)’s text suggests that a vaccine’s design is
not open to question in a tort action. If a manufacturer could be held
liable for failure to use a different design, the “even though” clause
would do no work. A vaccine side effect could always have been
avoidable by use of a different vaccine not containing the harmful
element. The language of the provision thus suggests the design is
not subject to question in a tort action. What the statute establishes
as a complete defense must be unavoidability (given safe manufac-
ture and warning) with respect to the particular design. This conclu-
sion is supported by the fact that, although products-liability law es-
tablishes three grounds for liability—defective manufacture,
inadequate directions or warnings, and defective design—the Act
mentions only manufacture and warnings. It thus seems that the
Act’s failure to mention design-defect liability is “by deliberate choice,
not inadvertence.” Barnhart v. Peabody Coal Co., 537 U. S. 149, 168.
Pp. 7-8.

(b) Contrary to petitioners’ argument, there is no reason to believe
that §300aa—22(b)(1)’s term “unavoidable” is a term of art incorporat-
ing Restatement (Second) of Torts §402A, Comment k, which exempts
from strict liability rules “unavoidably unsafe products.” “Unavoid-
able” is hardly a rarely used word, and cases interpreting comment &
attach special significance only to the term “unavoidably unsafe
products,” not the word “unavoidable” standing alone. Moreover,
reading the phrase “side effects that were unavoidable” to exempt in-
juries caused by flawed design would require treating “even though”
as a coordinating conjunction linking independent ideas when it is a
concessive, subordinating conjunction conveying that one clause
weakens or qualifies the other. The canon against superfluity does
not undermine this Court’s interpretation because petitioners’ com-
peting interpretation has superfluity problems of its own. Pp. 8-12.

(c) The structure of the NCVIA and of vaccine regulation in general
reinforces what §300aa—22(b)(1)’s text suggests. Design defects do
not merit a single mention in the Act or in Food and Drug Admini-
stration regulations that pervasively regulate the drug manufactur-
ing process. This lack of guidance for design defects, combined with
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the extensive guidance for the two liability grounds specifically men-
tioned in the Act, strongly suggests that design defects were not men-
tioned because they are not a basis for liability. The Act’s mandates
lead to the same conclusion. It provides for federal agency improve-
ment of vaccine design and for federally prescribed compensation,
which are other means for achieving the two beneficial effects of de-
sign-defect torts—prompting the development of improved designs,
and providing compensation for inflicted injuries. The Act’s struc-
tural quid pro quo also leads to the same conclusion. The vaccine
manufacturers fund an informal, efficient compensation program for
vaccine injuries in exchange for avoiding costly tort litigation and the
occasional disproportionate jury verdict. Taxing their product to fund
the compensation program, while leaving their liability for design de-
fect virtually unaltered, would hardly coax them back into the mar-
ket. Pp. 13-16.

561 F. 3d 233, affirmed.

SCALIA, J., delivered the opinion of the Court, in which ROBERTS,
C. dJ., and KENNEDY, THOMAS, BREYER, and ALITO, JJ., joined. BREYER,
dJ., filed a concurring opinion. SOTOMAYOR, J., filed a dissenting opinion,
in which GINSBURG, dJ., joined. KAGAN, J., took no part in the considera-
tion or decision of the case.
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JUSTICE SCALIA delivered the opinion of the Court.

We consider whether a preemption provision enacted in
the National Childhood Vaccine Injury Act of 1986
(NCVIA)! bars state-law design-defect claims against
vaccine manufacturers.

I
A

For the last 66 years, vaccines have been subject to the
same federal premarket approval process as prescription
drugs, and compensation for vaccine-related injuries has
been left largely to the States.2 Under that regime, the
elimination of communicable diseases through vaccination
became “one of the greatest achievements” of public health
in the 20th century.® But in the 1970’s and 1980’s vac-

142 U. S. C. §300aa—22(b)(1).

2See P. Hutt, R. Merrill, & L. Grossman, Food and Drug Law 912—
913, 1458 (3d ed. 2007).

3Centers for Disease Control, Achievements in Public Health, 1900—
1999: Impact of Vaccines Universally Recommended for Children, 48
Morbidity and Mortality Weekly Report 243, 247 (Apr. 2, 1999).
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significant number of parents were already declining
vaccination for their children,!® and concerns about com-
pensation threatened to depress vaccination rates even
further.!! This was a source of concern to public health
officials, since vaccines are effective in preventing out-
breaks of disease only if a large percentage of the popula-
tion is vaccinated.12

To stabilize the vaccine market and facilitate compensa-
tion, Congress enacted the NCVIA in 1986. The Act estab-
lishes a no-fault compensation program “designed to work
faster and with greater ease than the civil tort system.”
Shalala v. Whitecotton, 514 U. S. 268, 269 (1995). A per-
son injured by a vaccine, or his legal guardian, may file a
petition for compensation in the United States Court of
Federal Claims, naming the Secretary of Health and
Human Services as the respondent.’® A special master
then makes an informal adjudication of the petition within
(except for two limited exceptions) 240 days.* The Court
of Federal Claims must review objections to the special
master’s decision and enter final judgment under a simi-
larly tight statutory deadline.l’® At that point, a claimant
has two options: to accept the court’s judgment and forgo a
traditional tort suit for damages, or to reject the judgment
and seek tort relief from the vaccine manufacturer.'6

Fast, informal adjudication is made possible by the Act’s
Vaccine Injury Table, which lists the vaccines covered
under the Act; describes each wvaccine’s compensable,

Lawsuits, and Legal Rights: The Battle over Litigation in American
Society 146 (2002).

10Mortimer, supra, at 906.

11See Hagan, 45 Food Drug Cosm. L. J. 477, 479 (1990).

12See R. Merrill, Introduction to Epidemiology 65-68 (2010).

13See 42 U. S. C. §300aa—11(a)(1).

14 See §300aa—12(d)(3).

15See §300aa—12(e), (g).

16See §300aa—21(a).
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adverse side effects; and indicates how soon after vaccina-
tion those side effects should first manifest themselves.1?
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; the
Secretary bears the burden of disproving causation.*@li8

IVEIEESEEOE® Unlike in tort suits, claimants under

the Act are not required to show that the administered
vaccine was defectively manufactured, labeled, or de-
signed.

Successful claimants receive compensation for medical,
rehabilitation, counseling, special education, and voca-
tional training expenses; diminished earning capacity;
pain and suffering; and $250,000 for vaccine-related
deaths.?2! Attorney’s fees are provided, not only for suc-
cessful cases, but even for unsuccessful claims that are not
frivolous.22 These awards are paid out of a fund created by
an excise tax on each vaccine dose.23

The quid pro quo for this, designed to stabilize the
vaccine market, was the provision of significant tort-
liability protections for vaccine manufacturers. The Act
requires claimants to seek relief through the compensation
program before filing suit for more than $1,000.2¢ Manu-
facturers are generally immunized from liability for fail-

17See §300aa—14(a); 42 CFR §100.3 (2009) (current Vaccine Injury
Table).

18See 42 U. S. C. §§300aa—11(c)(1), 300aa—13(a)(1)(A).

19See §300aa—13(a)(1)(B).

21See §300aa—15(a).

22See §300aa—15(e).

23See §300aa—15(1)(2); 26 U. S. C. §§4131, 9510.
24See 42 U. S. C. §300aa—11(a)(2).
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JUSTICE BREYER, concurring.

I join the Court’s judgment and opinion. In my view,
the Court has the better of the purely textual argument.
But the textual question considered alone is a close
one. Hence, like the dissent, I would look to other
sources, including legislative history, statutory purpose,
and the views of the federal administrative agency, here
supported by expert medical opinion. Unlike the dissent,
however, I believe these other sources reinforce the
Court’s conclusion.

I

House Committee Report 99-908 contains an “authori-
tative” account of Congress’ intent in drafting the pre-
emption clause of the National Childhood Vaccine Injury
Act of 1986 (NCVIA or Act). See Garcia v. United States,
469 U.S. 70, 76 (1984) (“[T)he authoritative source for
finding the Legislature’s intent lies in the Committee
Reports on the bill”). That Report says that, “if” vaccine-
injured persons

“cannot demonstrate under applicable law either that
a vaccine was improperly prepared or that it was ac-
companied by improper directions or inadequate
warnings [they] should pursue recompense in the
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have survived rigorous administrative safety review. It

lawsuits could lead to a recurrence of “exactly the crisis
that precipitated the Act,” namely withdrawals of vaccines
or vaccine manufacturers from the market, “disserv(ing]
the Act’s central purposes,” and hampering the ability of
the agency’s “expert regulators, in conjunction with the
medical community, [to] control the availability and with-
drawal of a given vaccine.” Brief for United States as
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The Ameri-
can Academy of Pediatrics has also supported the reten-
tion of vaccine manufacturer tort liability (provided that
federal law structured state-law liability conditions in
ways that would take proper account of federal agency
views about safety). Hearings 14—15. But it nonetheless
tells us here,
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i.c., by “threaten[ing] a resurgence of the

The law charges HHS with responsibility for overseeing
vaccine production and safety. It is “likely to have a thor-
ough understanding” of the complicated and technical
subject matter of immunization policy, and it is compara-
tively more “qualified to comprehend the likely impact of
state requirements.” Geier v. American Honda Motor Co.,
Inc., 529 U. S. 861, 883 (2000) (internal quotation marks
omitted); see Medtronic, Inc. v. Lohr, 518 U. S. 470, 506
(1996) (BREYER, dJ., concurring in part and concurring in
judgment) (the agency is in the best position to determine
“whether (or the extent to which) state requirements may
interfere with federal objectives”).

See Skidmore v. Swift &

Co., 323 U. S. 134 (1944).
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JUSTICE SOTOMAYOR, with whom JUSTICE GINSBURG
joins, dissenting.

Vaccine manufacturers have long been subject to a legal
duty, rooted in basic principles of products liability law, to
improve the designs of their vaccines in light of advances
in science and technology. Until today, that duty was
enforceable through a traditional state-law tort action for
defective design. In holding that §22(b)(1) of the National
Childhood Vaccine Injury Act of 1986 (Vaccine Act or Act),
42 U. S. C. §300aa—22(b)(1), pre-empts all design defect
claims for injuries stemming from vaccines covered under
the Act, the Court imposes its own bare policy preference
over the considered judgment of Congress. In doing so,
the Court excises 13 words from the statutory text, mis-
construes the Act’s legislative history, and disturbs the
careful balance Congress struck between compensating
vaccine-injured children and stabilizing the childhood
vaccine market. Its decision leaves a regulatory vacuum
in which no one ensures that vaccine manufacturers ade-
quately take account of scientific and technological ad-
vancements when designing or distributing their products.
Because nothing in the text, structure, or legislative his-
tory of the Vaccine Act remotely suggests that Congress
intended such a result, I respectfully dissent.
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because they provide injured persons with significant
procedural tools—including, most importantly, civil dis-
covery—that are not available in administrative proceed-
ings under the compensation program. See §§300aa—
12(d)(2)(E), (d)(3). Congress thus clearly believed there
was still an important function to be played by state tort
law.

Instead of eliminating design defect liability entirely,
Congress enacted numerous measures to reduce manufac-
turers’ liability exposure, including a limited regulatory
compliance presumption of adequate warnings, see
§300aa—22(b)(2), elimination of claims based on failure
to provide direct warnings to patients, §300aa—22(c), a
heightened standard for punitive damages, §300aa—
23(d)(2), and, of course, immunity from damages for “un-
avoidable” side effects, §300aa—22(b)(1). Considered in
light of the Vaccine Act as a whole, §22(b)(1)’s exemption
from liability for unavoidably unsafe vaccines is just one
part of a broader statutory scheme that reflects Congress’
careful balance between providing adequate compensation
for vaccine-injured children and conferring substantial
benefits on vaccine manufacturers to ensure a stable and
predictable childhood vaccine supply.

The majority’s decision today disturbs that careful
balance based on a bare policy preference that it is better
“to leave complex epidemiological judgments about vaccine
design to the FDA and the National Vaccine Program
rather than juries.” Ante, at 15.2¢ To be sure, reasonable
minds can disagree about the wisdom of having juries
weigh the relative costs and benefits of a particular vac-
cine design. But whatever the merits of the majority’s

24 JUSTICE BREYER’s separate concurrence is even more explicitly
policy driven, reflecting his own preference for the “more expert judg-
ment” of federal agencies over the “less expert” judgment of juries.
Ante, at 5.


Rolf Hazlehurst


3

Cite as: 562 U. S. (2011) 2

SOTOMAYOR, J., dissenting

policy preference, the decision to bar all design defect
claims against vaccine manufacturers is one that Congress
must make, not this Court.2’> By construing §22(b)(1) to
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stantial hurdles to recovery a claimant faces. See Schafer v. American
Cyanamid Co., 20 F. 3d 1, 5 (CA1 1994) (“[A] petitioner to whom the
Vaccine Court gives nothing may see no point in trying to overcome tort
law’s yet more serious obstacles to recovery”). Trial courts, moreover,
have considerable experience in efficiently handling and disposing of
meritless products liability claims, and decades of tort litigation (in-
cluding for design defect) in the prescription-drug context have not led
to shortages in prescription drugs.

More
fundamentally, whatever the merits of these policy arguments, the
issue in this case is what Congress has decided, and as to that question
the text, structure, and legislative history compel the conclusion that
Congress intended to leave the courthouse doors open for children who
have suffered severe injuries from defectively designed vaccines.
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others equally aggrieved away penniless”). The tort
system was thus aptly described as a “lottery.” 1984
Hearing, supra, at 277 (statement of John E. Lyons,
President of Merck Sharp & Dohme).

C.

Congress responded to the looming crisis by enact-
ing the Vaccine Act. The overriding goals of the Act
were two-fold: (1) to ensure adequate compensation
for children injured by vaccines, and (2) to stabilize
the vaccine market and safeguard the Nation’s
vaccine supply. H.R. Rep. No. 99-908, at 7.

Congress addressed both of those goals in part by
establishing the National Vaccine Injury Compensa-
tion Program (“VICP”), a no-fault alternative com-
pensation system under which children injured by
certain vaccines would receive “expeditious and fair”
compensation for their injuries. Id. at 12. See 42
U.S.C. § 300aa-10 et seq. Under the VICP, a person
seeking compensation for an injury caused by a
vaccine covered by the Act must file a petition with
the United States Court of Federal Claims, which
refers the petition to a “Vaccine Court”—an office
within the court of special masters appointed to four-
year terms by the court to hear VICP claims. 42
U.S.C. §§300aa-11(a)(1)-(2), 300aa-12(c), 300aa-
21(a). The Secretary of Health and Human Services
1s named as a respondent; vaccine manufacturers are
not parties to VICP proceedings. Id. § 300aa-
12(b)(1).
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A petitioner is entitled to compensation if he or she
has suffered an injury set forth in the “Vaccine
Injury Table’—a table of vaccines and the injuries
presumed to be caused by those vaccines—unless it
can be shown by a preponderance of the evidence
that the petitioner’s injury was not caused by the
vaccine. Id. §§ 300aa-11(b), (c), 300aa-13(a)(1),
300aa-14.
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from a “Vaccine Injury Compensation Trust Fund”—
funded by a manufacturers excise tax on those
vaccines covered by the Act, see 26 U.S.C. §§ 4131,
9510—on a no-fault basis. 42 U.S.C. §§ 300aa-13,
300aa-14, 300aa-15(1). Since 1989, the Vaccine Court
has issued more than 2,400 awards totaling over $1.8
billion. See National Vaccine Injury Compensation
Program, Statistics Report (June 7, 2010), available
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at http://www.hrsa.gov/vaccinecompensation/statis-
tics_report.htm.5

After the Vaccine Court has issued a final judg-
ment, a petitioner may accept or reject it. 42 U.S.C.
§ 300aa-21(a).6 Although a party who rejects the
Vaccine Court’s judgment may pursue certain lim-
ited claims in state or federal court, design defect

5 Certain of petitioners’ amici make much of the fact that the
majority of claims filed today involve so-called “off-Table”
injuries which require proof of causation. See Br. Marguerite
Willner 22; Br. National Vaccine Information Center, et al. 14.
Yet it would not appear that claimants have been unduly
hampered by the burden of proof on causation, as amici suggest.
In 2009—and to date, in 2010—compensation has been paid in
over 70% of adjudicated non-autism cases. See National
Vaccine Injury Compensation Program, Statistics Report (June
7, 2010). And while amici bemoan the Secretary’s removal of
certain injuries from the Vaccine Injury Table, see Br. Margue-
rite Willner 21-22; Br. National Vaccine Information Center, et
al. 15-16, Congress “anticipate[d] that the research on vaccine
injury and vaccine safety [then] ongoing * * * [would] soon
provide more definitive information about the incidence of
vaccine injury and that, when such information [were] avail-
able, the Secretary * * * [might] propose to revise the Table.”
H.R. Rep. No. 99-908, at 18. Thus, the Act specifically provides
for the removal of injuries through notice-and-comment rule-
making. See 42 U.S.C. § 300aa-14(c). As contemplated by
Congress, the original table was modified “to make it consistent
with current medical and scientific knowledge regarding
adverse events associated with certain vaccines.” HHS, Na-
tional Vaccine Injury Compensation Program Revision of the
Vaccine Injury Table, 60 Fed. Reg. 7678, 7678 (Feb. 8, 1995).

6 The Vaccine Act also authorizes petitioners to “opt out” of
a VICP proceeding if a special master has not resolved his or
her petition within 240 days or if the Court of Federal Claims
has not completed its review of a special master’s decision
within 420 days of the date on which the petition was filed. See
42 U.S.C. § 300aa-21(b).
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claims are not among them. Id. § 300aa-21(a), (b).
As the Third Circuit correctly held, Congress ex-
pressly preempted “all design defect claims, includ-
ing those based in negligence.” Bruesewitz, 561 F.3d
at 248 (emphasis added). See 42 U.S.C. § 300aa-
22(b)(1). If an injured person has such a claim, he or
she “should pursue recompense in the compensation
system, not the tort system.” H.R. Rep. No. 99-908,
at 26. The preemption of all design defect claims is
critical to Congress’s objective of stabilizing the
vaccine market and safeguarding the Nation’s vac-
cine supply. As the Third Circuit explained: “Con-
gress[] belie[ved] that an alternate compensation
system would reduce awards and create a stable,
predictable  basis for estimating liability.”
Bruesewitz, 561 F.3d at 247. Indeed, as the legisla-
tive history makes clear, Congress “believe[d] that
once this system [was] in place and manufacturers
ha[d] a better sense of their potential litigation
obligations, a more stable childhood vaccine market
[would] evolve.” H.R. Rep. No. 99-908, at 7.

III. PETITIONERS’ INTERPRETATION OF
THE VACCINE ACT POSES A THREAT TO
THE FUTURE PRODUCTION AND DEVEL-
OPMENT OF VACCINES.

Contrary to all clear indications of congressional
intent, petitioners maintain that the Vaccine Act
preempts design defect claims “only upon a threshold
showing that the vaccine’s side effects could not have
been prevented.” Pet. Br. 25 (emphasis added). As
the Third Circuit below concluded, that interpreta-
tion of the Act is simply wrong. See Bruesewitz, 561
F.3d at 246. As the Third Circuit explained, if the
Act 1s interpreted “to allow case-by-case analysis of
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whether particular vaccine side effects are avoid-
able,” then “every design defect claim is subject to
evaluation by a court.” Id. (emphasis added).

If that were the case, “[e]ach of the objectives ex-
tolled [in the Vaccine Act’s legislative history] would
be undermined.” Id. at 249.

7 As this Court noted in Riegal v. Medtronic, Inc., 552 U.S.
312, 325 (2008), with respect to medical devices, juries cannot
be expected to conduct the cost-benefit analysis performed by
expert regulators in balancing a device’s safety and efficacy. “A
jury * * * sees only the cost of a more dangerous design, and is
not concerned with its benefits; the patients who reaped the
benefits are not represented in court.” Id. That concern applies
with even greater force with respect to vaccines, which benefit
not only those who have been immunized but those who have
not, and which thus directly benefit society at large. See supra
at 13. In making recommendations for childhood vaccines,
public officials and others have carefully “balance[d] scientific
evidence of benefits for each person and to society against the
potential costs and risks for vaccination for the individual and
programs.” General Recommendations on Immunization, supra,
at 1.
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RUSSELL BRUESEWITZ, ET AL., PETITIONERS
.
WYETH, INC., FKA WYETH LABORATORIES, ET AL.

ON WRIT OF CERTIORARI
TO THE UNITED STATES COURT OF APPEALS
FOR THE THIRD CIRCUIT

BRIEF FOR THE UNITED STATES
AS AMICUS CURIAE SUPPORTING RESPONDENTS

INTEREST OF THE UNITED STATES

This case concerns the limitations that Congress
placed on tort remedies in the National Childhood Vac-
cine Injury Act of 1986. The Secretary of Health and
Human Services (Secretary or HHS) is responsible un-
der the Act and other laws for promoting the develop-
ment, supply, and widespread use of safe, pure, and po-
tent vacecines, and is the respondent to petitions for com-
pensation under the Act. At the Court’s invitation, the
United States filed an amicus brief at the petition stage
in American Home Products Corp. v. Ferrart, petition
for cert. pending, No. 08-1120 (filed Mar. 5, 2009), which
presents the same question as this case.

(1)
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STATEMENT

1. The National Childhood Vaccine Injury Act of
1986 (Vaccine Act or Act), Pub. L. No. 99-660, Tit. I1I,
100 Stat. 3755 (42 U.S.C. 300aa-1 et seq.), was enacted in
response to “two overriding concerns”: “the inadequacy
—from both the perspective of vaccine-injured persons
as well as vaceine manufacturers—of [a tort-based] ap-
proach to compensating those who have been damaged
by a vaccine,” and “the instability and unpredictability
of the childhood vaccine market” due to vaccine manufac-
turers’ fear of tort liability. H.R. Rep. No. 908, 99th
Cong., 2d Sess. 7 (1986) (1986 Report). Accordingly, the
Act is designed to encourage “development and distribu-
tion of vaccines that will further enhance the public
health,” and to compensate individuals injured by such
vaccines by means other than tort law. Ibid.

The Act furthers the public health by, inter alia,
establishing a National Vaccine Program in HHS, imple-
mented through a comprehensive plan to fund and co-
ordinate vaceine research, licensing, and distribution,
and to encourage public acceptance of immunization.
42 U.S.C. 300aa-1 to 300aa-3. The National Vaccine Ad-
visory Committee established under the Act conducts
studies and offers advice on research priorities and
other matters. 42 U.S.C. 300aa-5. The Act also ad-
vances the public health through the collection and dis-
semination of information about vaccines, including ad-
verse events potentially related to vaccine administra-
tion, and through promoting the development of safer
vaccines. 42 U.S.C. 300aa-25 to 300aa-28.

The National Vaccine Injury Compensation Program
(Compensation Program) established by the Act pays
“no-fault” monetary awards to individuals found to be
injured by vaccines subject to the Act. The Compensa-
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tion Program is secured by the Vaccine Injury Compen-
sation Trust Fund (Trust Fund) which is supported by
an excise tax on each vaccine dose. 42 U.S.C. 300aa-10
to 300aa-19; 26 U.S.C. 4131, 9510. The Compensation
Program covers categories of vaccines that have been
formally recommended for routine administration to
children by the Centers for Disease Control and Preven-
tion (CDC), 42 U.S.C. 300aa-14(e)(2) and (2)(A); vaccines
in those categories are, almost universally (see note 6,
wfra), licensed by the Food and Drug Administration
(FDA) as biological products, see Federal Food, Drug,
and Cosmetic Act (FDCA), 21 U.S.C. 301 et seq.;
42 U.S.C. 262; 21 C.F.R. Pts. 600-601.

To receive compensation for a vaccine-related injury
or death, the injured party (or his legal representative)
must file a petition in the Court of Federal Claims
(CFC), naming the Secretary as respondent. 42 U.S.C.
800aa-11(a), 300aa-12(a) and (b). The claimant must
show by a preponderance of the evidence that he re-
ceived a vaccine listed on the Vaccine Injury Table (Ta-
ble), 42 C.F.R. 100.3, and suffered a corresponding
listed injury, or that a vaccine listed on the Table in fact
caused or significantly aggravated any injury. 42 U.S.C.
300aa-11(c), 300aa-13(a). The claimant need not estab-
lish any défect in the vaccine, any fault by the manufac-
turer, or even the identity of the manufacturer.

A petition for compensation is initially heard by a
special master, whose decision is reviewable by the
CFC, and in turn by the Federal Circuit. 42 U.S.C.
300aa-12(c)-(f). Relative to the tens of millions of child-
hood vaccine doses administered annually, the number
of petitions filed in the CFC is very small—reflecting
the extraordinary safety of the covered vaccines. Since
the first few years of the Compensation Program (which
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saw several thousand claims for injuries that pre-dated
the effective date of the Act), there typically have been
100 to 200 ordinary claims filed annually.! In the past
decade, more than half of those claims have been com-
pensated through settlement or a CFC decision, with an
average award of approximately $836,000. See Health
Res. & Servs. Admin., HHS, National Vaccine Injury
Compensation Program Post-1988 Statistics Report
(July 14, 2010) (Statistics Report) http://www.hrsa.
gov/vaccinecompensation/docs/StatisticsReport. pdf.
The CFC compensates for current and future medical
costs; costs of rehabilitation, counseling, and special
education; lost earning capacity; and pain and suffering.
42 U.S.C. 300aa-15(a). To ensure representation, the
Compensation Program awards reasonable attorneys’
fees and costs (including expert witness fees) even if
there is no award to the claimant, provided the petition
was brought in good faith and with a reasonable basis.
42 U.S.C. 300aa-15(e).

The Act forbids a claimant from immediately resort-
ing to a civil action for damages against the vaccine’s
manufacturer. Rather, he must first file a petition un-
der the no-fault scheme and seek a judgment from
the CFC. 42 U.S.C. 300aa-11(a)(2)-(3). If the claimant
elects to reject that judgment (and any award), or with-
draws his petition after the special master or CFC fails
to render a judgment within specified time periods, then

' Not counted among these ordinary claims are more than 5600 peti-
tions—about 5000 still pending—that assert a causal link between cer-
tain vaccines and autism spectrum disorders. Those cases have heen
consolidated before the CI*C in the Omnibus Autism Proceeding (OAP).
See U.S. Pet. Stage Amicus Br. at 4-5, Anerican Home Prods. Corp.
v. Ferrari, petition for cert. pending, No. 08-1120 (filed Mar. 5, 2009).
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QUESTION PRESENTED

Section 22(b)(1) of the National Childhood Vaccine
Injury Act of 1986 provides: “No vaccine manufacturer
shall be liable in a civil action for damages arising
from a vaccine-related injury or death associated
with the administration of a vaccine after October 1,
1988, if the injury or death resulted from side effects
that were unavoidable even though the vaccine was

properly prepared and was accompanied by proper
directions and warnings.” 42 U.S.C. 300aa-22(b)(1).

The question presented is:

Does Section 22(b)(1) preempt vaccine design-
defect claims categorically, or must a vaccine
manufacturer also show, case by case, that the side
effects at issue could not have been avoided by some
differently designed vaccine?

1)
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RULE 29.6 STATEMENT
Respondent Wyeth, Inc. is now known as Wyeth
LLC. Wyeth LLC states that it has a parent corpora-

tion, Pfizer Inc., and that Pfizer Inc. owns 10% or
more of Respondent’s membership interests.
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I1I

Congress’s concern that allowing design-defect claims
against manufacturers would potentially jeopardize
the vaccine supply is just as applicable today as it
was in 1986. The number of vaccine manufacturers
has not increased since then, and the threat that
design-defect claims will be asserted against those
few manufacturers continues to be substantial. (Some
5,000 petitions alleging a supposed causal link
between vaccines and childhood autism are currently
pending in Vaccine Court. No scientific support for
either of two causation theories has been found in
any of the six autism test cases tried to date. Vaccine
Court petitioners faced with such adverse results
might well bring a crushing wave of state-law claims,
i ir ign- : ection is
interpreted not to preempt them.

Experience under the Vaccine Act since its enact-
ment has shown that the Act has succeeded in
accomplishing through regulatory means the incen-
tive and compensation goals of the tort system. Over
twenty new childhood vaccines have been brought to
market since the effective date of the Act; adverse
events are promptly reported to the government
under the VAERS system; and over $1.8 billion in
compensation has been awarded to petitioners by
Vaccine Court. Thus, no policy consideration sup-
ports restricting the scope of the preemption provi-
sion that Congress enacted in 1986.
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“disagree[d]” with any interpretation of the Act that
would permit design-defect claims, explaining that
Lederle “firmly believe[d] that this is exactly the
opposite of what Congress intended.” Funding of the
Childhood Vaccine Program: Hearing Before the
Subcomm. on Select Revenue Measures of the H.
Comm. on Ways and Means, 100th Cong. 84-85
(1987).

In sum, the contemporaneous 1986 House Report,
which offers the clearest and most authoritative
guide to Congress’s intent, confirms Congress’s pur-
pose to preempt all state-law claims against vaccine
manufacturers other than manufacturing-defect and
failure-to-warn claims. Petitioners may not rewrite
that history by relying on an after-the-fact committee
report or selective statements by Members or wit-
nesses.

III. THE PURPOSE AND POLICY OF THE
VACCINE ACT SUPPORT THE CATE-
GORICAL PREEMPTION OF DESIGN-
DEFECT CLAIMS

Petitioners conclude their brief by arguing that
their interpretation of Section 22(b)(1) serves Con-
gress’s purposes in enacting the Vaccine Act. These
arguments are unpersuasive.

Petitioners first assert (Br. 52-54) that, without
design-defect claims, manufacturers will lack suffi-
cient incentive to develop new and improved vac-
cines. This assertion is not borne out by the
development of new vaccines since the Act became
effective. Over twenty new vaccines have been
brought to market since enactment of the Vaccine Act
in 1986. See supra at 28. This development cannot
be attributed to potential tort liability for design-
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may deter the claimant from briniing the civil action.

Finally, Petitioners speculate (Br. 59) that there is
no real danger of vaccine manufacturers exiting the
industry were design-defect claims allowed to be
asserted in every case. This speculation, however, is
belied by history. A deluge of cases alleging design-
defect claims helped drive Wyeth Laboratories from
the market in 1984. Congress was not willing to
tolerate the risk that such events would recur, con-
cluding that the “withdrawal of even a single
[additional] manufacturer would present the very
real possibility of vaccine shortages.” 1986 House
Report at 7.

The vaccine market today is subject to disruption
just as it was in 1986, as there are still only one or
two manufacturers for a majority of the vaccines
listed on the routine childhood immunization schedule.
See Food & Drug Administration, Complete List of
Vaccines Licensed for Immunization and Distribu-
tion in the US, http//www.fda.gov/BiologicsBlood
Vaccines/Vaccines/ApprovedProducts/ucm093833.htm

(last modified June 3, 2010). {If Section 22(b)(1) is
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% See FDA, Thimerosal in Vaccines, http:.//www.fda.gov/Bio
logicsBlood Vaccines/SafetyAvailability/VaccineSafety/ucm096228.
htm (last modified March 31, 2010); CDC, Frequently Asked
Questions About Thimerosal (Ethylmercury), http:/fwww.cde.gov/
vaccinesafety/Concerns/Thimerosal/thimerosal_fags.html#6 (last
modified Feb. 17, 2010); Immunization Safety Review Commit-
tee, Board on Health Promotion and Disease Prevention, Insti-
tute of Medicine, Immunization Safety Review: Vaccines and
Autism 7 (2004).

30 Regarding the first theory (that Measles Mumps Rubella
vaccine combined with other vaccines that contain the preserva-
tive thimerosal suiﬁosedli causes au’msm)l see —

1. Feb. 12 2009), sustamed 89 Fed Cl. 158
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m. Home Prods. Corp. v. Ferrari, No.
08-1120 (Apr. 8, 2009), at 7. Thus, the purpose and
policy of the Vaccine Act, like its text, structure and
legislative history, support an interpretation of Sec-
tion 22(b)(1) that precludes state-law design-defect
claims categorically.

(2009), appeal docketed, No. 10-5004 (Fed. Cir. argued June 10,
2010); Snyder v. Sec’y of HHS, No. 01-162V, 2009 WL 332044
(Fed. Cl. Feb. 12, 2009), sustained, 88 Fed. CI. 706 (2009).

Regarding the second theory (that thimerosal by itself causes
autism), see Dwyer v. Sec’y of HHS, No. 03-1202V, 2010 WL
892250 (Fed. Cl. Mar. 12, 2010); King v. Sec’y of HHS, No. 03-
584V, 2010 WL 892296 (Fed. Cl. Mar. 12, 2010); Mead v. Sec’y of
HHS, No. 03-215V, 2010 WL 892248 (Fed. Cl. Mar. 12, 2010).
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CONCLUSION

The judgment of the court of appeals should be
affirmed.

Respectfully submitted,
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2005, at Al (modified vaccine developed in
Germany “essentially trades potency for safety”).

Petitioners nonetheless argue, as a policy
matter, that vaccine companies should be subject to
vaccine-related injury claims whenever plaintiffs
can claim that another vaccine design is allegedly
safer than the one approved by FDA. In their view,
subjecting vaccine companies to state tort liability
would “incentiviz[e] manufacturers to design
vaccines to prevent avoidable side effects.” Pet. Br.
at 51.

In reality, history has exposed the fragility of
the vaccine industry and the attendant dangers of
that instability. Petitioners’ proposal to alter the
status quo that has prevailed for nearly 25 years
would ignore that history. Vaccine companies
would face the new burden of defending against
speculative allegations that safer alternatives were
available in courts across the country. And vaccine
companies would find themselves facing the real
possibility that state courts would find that they
ought to have distributed a vaccine that the FDA
did not — and would not — license.

B. The Thimerosal Litigation Confirms
That The Risk of Substantial
Litigation Is Far From Hypothetical.

The state of thimerosal litigation, which gave
rise to the related petition for certiorari in
American Home Products Corporation v. Ferrari
(No. 08-1120), amply demonstrates that litigation
fears in this case are real. Thimerosal was
developed in the late 1920s as a preservative to
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prevent the growth of potentially life-threatening
microbial contaminants in vaccines, such as
bacteria and fungi, and was used extensively from
1930 on. It prevents serious adverse effects such as
the staphylococcus infection that killed 12 of 21
children inoculated with a diphtheria vaccine that
lacked a preservative in 1928. Unlike other vaccine
preservatives used at the time, thimerosal does not
tend to reduce the potency of the vaccines that it
protects. See Jeffrey P. Baker, Mercury, Vaccines,
and Autism, Am. J. Pub. Health vol. 98(2), at 244-
53 (2008).

.who.int/vaccine safetw/toplcs/thlommsal/statemen
t‘700308/en/pr1nt html; WHO, Position of the Global Aduvisory
Commiittee on Vaccine Safety regarding concerns raised by
recent paper about the safety of thiomersal-containing vaccines
(May 2003), http://www.who.int/vaccine_safety/topics/
thiomersal/statement/en/print.html; European Agency for the
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ministration, National Vaccine Injury
Compensation Program Statistics Report (July 14,
2010) (“Statistics Report”), http://www.hrsa.gov/
vaccinecompensation/statistics_report.htm. Of that
figure, approximately 718 cases have been
concluded without compensation, with the vast

Evaluation of Medicinal Products, Public Statement on
Thiomersal in Vaccines for Human Use (Mar. 2004),
www.ema.europa.cu/ema/pages/includes/document/open_docu
ment.jsp?webContentId=WC500003904; U.K. Committee on
Safety of Medicines, Further Data Support Safety of
Thiomersal in Vaccines (Feb. 2003), hitp://www.mhra.gov.uk/
Safetyinformation/Safetywarningsalertsandrecalls/Safetywar
ningsandmessagesformedicines/fCON2015721; CDC,
Thimerosal & Vaccines, http:/iwww.cde.gov/flu/about/qa/
thimerosal.htm; American Academy of Pediatrics, What
Parents Should Know About Thimerosal, available at
http://www.aap.org/immunization/families/ingredients. html#
thimerosal; American Academy of Pediatrics, Study Fails To
Show A Connection Between Thimerosal And Autism (2003).
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majority of remaining cases pending. Id.

3 See Cedillo v. Sec’y of Health & Human Servs., No. 98-916V,
2009 WL 331968, at *9-11 n.16 (Fed. CL. Feb. 12, 2009), aff'd,
89 TFed. Cl. 158 (2009);

ny S 4
0. 01-162V, 2009 WL 332044 (Fed. Cl. Feb. 12, 2009), affd,
88 Fed. ClL. 706 (2009).
4 See Mead ex rel. Mead v. Sec’y of Health & Human Seruvs.,
No. 03-215V, 2010 WL 892248 (Fed. Cl. Mar. 12, 2010); King
ex rel. King v. Sec’y of Health & Human Servs., No. 03-548V,
2010 WL 892296 (Fed. Cl. Mar. 12, 2010); Dwyer ex rel. Dwyer
v. Sec’y of Health & Human Servs., No. 03-1202V, 2010 WL
892250 (Fed. Cl. Mar. 12, 2010).
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temporary dam in the Vac:mnes C@urt — and the
consequence of construing § 22(b)(1) not to preempt
such claims would be dramatic. The scientific
community has uniformly rejected these clalms

The thimerosal story highlights the particular
susceptibility of vaccine companies to tort suits —
regardless of their scientific merits — simply
because a wide variety of illnesses happen to
manifest themselves in early childhood at the time
when children are vaccinated. See FDA, VAERS
Qverview, http://www.fda.gov/BiologicsBlood
Vaccines/SafetyAvailability/ReportaProblem/Vaccin
eAdverseEvents/Overview/default.htm. While
some of those suits may be brought under
manufacturing defect or failure-to-warn theories,

history teaches that design-defect claims — that
invite juries to reconsider whether a vaccine should
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ever have been approved by regulatory
authorities — pose the greatest threat to the
industry’s viability. Unleashing design-defect
claims attacking, for example, the use of thimerosal
despite the lack of any reliable scientific evidence
for such claims, would hardly incentivize vaccine
manufacturers to produce safer products. Rather,
it would risk the needless withdrawal of safe and
effective products from the marketplace and could
bury vaccine companies in ever-greater litigation
costs.

III. CONGRESS SUBJECTED VACCINE
DESIGN TO A DETAILED FEDERAL
REGULATORY SCHEME THAT IS ILL-
SERVED BY STATE TORT CLAIMS.

Petitioners strain to downplay federal
regulation of vaccines and to brandish design-defect
liability as the solution to some purported
regulatory gap. See Pet. Br. at 27, 54-56. But
petitioners’ portrayal of vaccine regulation as lax
and deficient does not square with reality. The
federal regulatory scheme governing vaccines is
almost unparalleled in its detail and depth.

Precisely because vaccines have been “one of the
most  spectacularly effective public health
initiatives this country has ever undertaken,” H.R.
Rep. No. 99-908, at 4, the government has made
safe vaccines a critical priority. The CDC is the
single largest purchaser and distributor of vaccines
in the United States. See IOM Report, at 119. The
National Institutes of Health (“NIH”) fund one-
third of all vaccine research funding. Id. And FDA
oversees a comprehensive regulatory process
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