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Please oppose HB 3063 and preserve the right for families to choose and have options which
pharmaceutical products are appropriate for their children. A law that forced people to use
pharmaceutical drugs is going too far.

Not all children respond the same way to vaccines. A blanket "one size fit all" approach to
healthcare is irresponsible and and not ethical medical practice. 

The fact is, according to the CDC vaccine information inserts, vaccines are not without sides
effects, risk of harm or even death. 
As of January 2, 2019 there has been 1258 claims filed in the federal Vaccine Injury
Compensation Program for injuries and deaths following MMR vaccine.

The National Vaccine Injury Compensation Program (VAERS) unfortunately has paid out 4
billion dollars to vaccine damaged victim.  

The AMA in section 9;133 Routine Universal Immunization of Physicians code of Ethics
affirm the right to both religious and philosophical exceptions for themselves to decline
vaccinations.
Removing philosophical exemptions for vaccines mandates for schools children then is
hypocritical.

Vaccine manufacturers and doctors who administer vaccines are shielded from liability. 

Stephanie Grootendorst

. 

mailto:drstephaniegroot@aol.com
mailto:HHC.Exhibits@oregonlegislature.gov
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NOTE: Where it is feasible, a syllabus (headnote) will be released, as is
being done in connection with this case, at the time the opinion is issued.
The syllabus constitutes no part of the opinion of the Court but has been
prepared by the Reporter of Decisions for the convenience of the reader. 
See United States v. Detroit Timber & Lumber Co., 200 U. S. 321, 337. 


SUPREME COURT OF THE UNITED STATES 


Syllabus 


BRUESEWITZ ET AL. v. WYETH LLC, FKA WYETH, INC., 
ET AL. 


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


No. 09–152. Argued October 12, 2010—Decided February 22, 2011 


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 k 
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. J., and KENNEDY, THOMAS, BREYER, and ALITO, JJ., joined.  BREYER, 
J., filed a concurring opinion. SOTOMAYOR, J., filed a dissenting opinion, 
in which GINSBURG, J., joined.  KAGAN, J., took no part in the considera-
tion or decision of the case. 







_________________ 


_________________ 
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NOTICE: This opinion is subject to formal revision before publication in the
preliminary print of the United States Reports. Readers are requested to
notify the Reporter of Decisions, Supreme Court of the United States, Wash-
ington, D. C. 20543, of any typographical or other formal errors, in order
that corrections may be made before the preliminary print goes to press. 


SUPREME COURT OF THE UNITED STATES 


No. 09–152 


RUSSELL BRUESEWITZ, ET AL., PETITIONERS v. 

WYETH LLC, FKA WYETH, INC., FKA WYETH



LABORATORIES, ET AL. 

ON WRIT OF CERTIORARI TO THE UNITED STATES COURT OF



APPEALS FOR THE THIRD CIRCUIT



 [February 22, 2011] 



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)1 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.3  But in the 1970’s and 1980’s vac-
—————— 


1 42 U. S. C. §300aa–22(b)(1). 
2 See P. Hutt, R. Merrill, & L. Grossman, Food and Drug Law 912–


913, 1458 (3d ed. 2007). 
3 Centers 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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cines became, one might say, victims of their own success.
They had been so effective in preventing infectious dis-
eases that the public became much less alarmed at the 
threat of those diseases,4 and much more concerned with 
the risk of injury from the vaccines themselves.5 


Much of the concern centered around vaccines against 
diphtheria, tetanus, and pertussis (DTP), which were 
blamed for children’s disabilities and developmental de-
lays. This led to a massive increase in vaccine-related tort 
litigation. Whereas between 1978 and 1981 only nine 
product-liability suits were filed against DTP manufactur-
ers, by the mid-1980’s the suits numbered more than 200
each year.6  This destabilized the DTP vaccine market, 
causing two of the three domestic manufacturers to with-
draw; and the remaining manufacturer, Lederle Laborato-
ries, estimated that its potential tort liability exceeded its
annual sales by a factor of 200.7  Vaccine shortages arose
when Lederle had production problems in 1984.8 


Despite the large number of suits, there were many
complaints that obtaining compensation for legitimate
vaccine-inflicted injuries was too costly and difficult.9  A 
—————— 


4 See Mortimer, Immunization Against Infectious Disease, 200 Sci-
ence 902, 906 (1978). 


5 See National Vaccine Advisory Committee, A Comprehensive Re-
view of Federal Vaccine Safety Programs and Public Health Activities
2–3 (Dec. 2008) (hereinafter NVAC), http://www.hhs.gov/nvpo/nvac/
documents/vaccine-safety-review.pdf (as visited Feb. 18, 2011, and 
available in Clerk of Court’s case file). 


6 See Sing & Willian, Supplying Vaccines: An Overview of the Market
and Regulatory Context, in Supplying Vaccines: An Economic Analysis
of Critical Issues 45, 51–52 (M. Pauly, C. Robinson, S. Sepe, M. Sing, &
M. William eds. 1996). 


7 See id., at 52. 
8 See Centers for Disease Control, Diptheria-Tetanus-Pertussis Vac-


cine Shortage, 33 Morbidity and Mortality Weekly Report 695–696
(Dec. 14, 1984). 


9 See Apolinsky & Van Detta, Rethinking Liability for Vaccine Injury, 
19 Cornell J. L. & Pub. Pol’y 537, 550–551 (2010); T. Burke, Lawyers, 



http://www.hhs.gov/nvpo/nvac/
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significant number of parents were already declining 
vaccination for their children,10 and concerns about com-
pensation threatened to depress vaccination rates even
further.11  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.13  A special master
then makes an informal adjudication of the petition within
(except for two limited exceptions) 240 days.14 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.15  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.16 


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, 


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


10 Mortimer, supra, at 906. 
11 See Hagan, 45 Food Drug Cosm. L. J. 477, 479 (1990). 
12 See R. Merrill, Introduction to Epidemiology 65–68 (2010). 
13 See 42 U. S. C. §300aa–11(a)(1). 
14 See §300aa–12(d)(3). 
15 See §300aa–12(e), (g). 
16 See §300aa–21(a). 
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adverse side effects; and indicates how soon after vaccina-
tion those side effects should first manifest themselves.17 


Claimants who show that a listed injury first manifested
itself at the appropriate time are prima facie entitled to
compensation.18  No showing of causation is necessary; the
Secretary bears the burden of disproving causation.19 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.20  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.21  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 $1,000.24  Manu-
facturers are generally immunized from liability for fail-


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


Table). 
18 See 42 U. S. C. §§300aa–11(c)(1), 300aa–13(a)(1)(A). 
19 See §300aa–13(a)(1)(B). 
20 See §300aa–11(c)(1)(C)(ii). 
21 See §300aa–15(a). 
22 See §300aa–15(e). 
23 See §300aa–15(i)(2); 26 U. S. C. §§4131, 9510. 
24 See 42 U. S. C. §300aa–11(a)(2). 
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ure to warn if they have complied with all regulatory
requirements (including but not limited to warning re-
quirements) and have given the warning either to the 
claimant or the claimant’s physician.25  They are immu-
nized from liability for punitive damages absent failure to 
comply with regulatory requirements, “fraud,” “intentional 
and wrongful withholding of information,” or other “crimi-
nal or illegal activity.”26  And most relevant to the present
case, the Act expressly eliminates liability for a vaccine’s 
unavoidable, adverse side effects: 


“No vaccine manufacturer shall be liable in a civil ac-
tion for damages arising from a vaccine-related injury
or death associated with the administration of a vac-
cine after October 1, 1988, if the injury or death re-
sulted from side effects that were unavoidable even 
though the vaccine was properly prepared and was ac-
companied by proper directions and warnings.”27 


B 
The vaccine at issue here is a DTP vaccine manufac-


tured by Lederle Laboratories. It first received federal 
approval in 1948 and received supplemental approvals in
1953 and 1970. Respondent Wyeth purchased Lederle in
1994 and stopped manufacturing the vaccine in 1998. 


Hannah Bruesewitz was born on October 20, 1991.  Her 
pediatrician administered doses of the DTP vaccine ac-
cording to the Center for Disease Control’s recommended
childhood immunization schedule.  Within 24 hours of her 
April 1992 vaccination, Hannah started to experience 
—————— 


25 See §300aa–22(b)(2), (c). The immunity does not apply if the plain-
tiff establishes by clear and convincing evidence that the manufacturer
was negligent, or was guilty of fraud, intentional and wrongful with-
holding of information, or other unlawful activity.  See §§300aa– 
22(b)(2), 300aa–23(d)(2). 


26 §300aa–23(d)(2). 
27 §300aa–22(b)(1). 
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seizures.28  She suffered over 100 seizures during the next 
month, and her doctors eventually diagnosed her with
“residual seizure disorder” and “developmental delay.”29 


Hannah, now a teenager, is still diagnosed with both
conditions. 


In April 1995, Hannah’s parents, Russell and Robalee 
Bruesewitz, filed a vaccine injury petition in the United 
States Court of Federal Claims, alleging that Hannah
suffered from on-Table residual seizure disorder and 
encephalopathy injuries.30  A Special Master denied their
claims on various grounds, though they were awarded
$126,800 in attorney’s fees and costs.  The Bruesewitzes 
elected to reject the unfavorable judgment, and in October 
2005 filed this lawsuit in Pennsylvania state court. Their 
complaint alleged (as relevant here) that 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 common law.31 


Wyeth removed the suit to the United States District
Court for the Eastern District of Pennsylvania, which
granted Wyeth summary judgment on the strict-liability 
and negligence design-defect claims, holding that the 
Pennsylvania law providing those causes of action was
preempted by 42 U. S. C. §300aa–22(b)(1).32  The United 
States Court of Appeals for the Third Circuit affirmed.33 


We granted certiorari. 559 U. S. ___ (2010). 


—————— 
28 See Bruesewitz v. Secretary of Health and Human Servs., No. 95– 


0266V, 2002 WL 31965744, *3 (Ct. Cl., Dec. 20, 2002). 
29 561 F. 3d 233, 236 (CA3 2009). 
30 See id., at *1. 
31 See 561 F. 3d at 237.  The complaint also made claims based upon


failure to warn and defective manufacture.  These are no longer at
issue. 


32 See id., at 237–238. 
33 Id., at 235. 
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II 

A 



We set forth again the statutory text at issue: 
“No vaccine manufacturer shall be liable in a civil ac-
tion for damages arising from a vaccine-related injury
or death associated with the administration of a vac-
cine after October 1, 1988, if the injury or death re-
sulted from side effects that were unavoidable even 
though the vaccine was properly prepared and was ac-
companied by proper directions and warnings.”34 


The “even though” clause clarifies the word that precedes
it. It delineates the preventative measures that a vaccine 
manufacturer must have taken for a side-effect to be con-
sidered “unavoidable” under the statute.  Provided that 
there was proper manufacture and warning, any remain-
ing side effects, including those resulting from design
defects, are deemed to have been unavoidable.  State-law 
design-defect claims are therefore preempted. 


If a manufacturer could be held liable for failure to use a 
different design, the word “unavoidable” would do no 
work. A side effect of a vaccine could always have been 
avoidable by use of a differently designed vaccine not 
containing the harmful element. The language of the
provision thus suggests that the design of the vaccine is a 
given, not subject to question in the tort action.  What the 
statute establishes as a complete defense must be un-
avoidability (given safe manufacture and warning) with 
respect to the particular design. Which plainly implies
that the design itself is not open to question.35 


—————— 
34 42 U. S. C. §300aa–22(b)(1). 
35 The dissent advocates for another possibility:  “[A] side effect is 


‘unavoidable’ . . . where there is no feasible alternative design that 
would eliminate the side effect of the vaccine without compromising its 
cost and utility.”  Post, at 15 (opinion of SOTOMAYOR, J.).  The dissent 
makes no effort to ground that position in the text of §300aa–22(b)(1). 
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A further textual indication leads to the same conclu-
sion.  Products-liability law establishes a classic and well
known triumvirate of grounds for liability: defective
manufacture, inadequate directions or warnings, and 
defective design.36  If all three were intended to be pre-
served, it would be strange to mention specifically only 
two, and leave the third to implication. It would have 
been much easier (and much more natural) to provide that
manufacturers would be liable for “defective manufacture, 
defective directions or warning, and defective design.”  It 
seems that the statute fails to mention design-defect 
liability “by deliberate choice, not inadvertence.” Barn-
hart v. Peabody Coal Co., 537 U. S. 149, 168 (2003).  Ex-
pressio unius, exclusio alterius. 


B 
The dissent’s principal textual argument is mistaken.


We agree with its premise that “ ‘side effects that were 
unavoidable’ must refer to side effects caused by a vac-
cine’s design.”37  We do not comprehend, however, the 
second step of its reasoning, which is that the use of
the conditional term “if” in the introductory phrase “if the 
injury or death resulted from side effects that were un-
avoidable” “plainly implies that some side effects stem-
ming from a vaccine’s design are ‘unavoidable,’ while 


—————— 
We doubt that Congress would introduce such an amorphous test by
implication when it otherwise micromanages vaccine manufacturers. 
See infra, at 13–14.  We have no idea how much more expensive an
alternative design can be before it “compromis[es]” a vaccine’s cost or 
how much efficacy an alternative design can sacrifice to improve safety. 
Neither does the dissent. And neither will the judges who must rule on
motions to dismiss, motions for summary judgment, and motions for 
judgment as a matter of law.  Which means that the test would proba-
bly have no real-world effect. 


36 W. Keeton, D. Dobbs, R. Keeton, & D. Owen, Prosser and Keeton on 
Law of Torts 695 (5th ed. 1984); Restatement (Third) of Torts §2 (1999). 


37 Post, at 3. 
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others are avoidable.”38  That is not so. The “if” clause 
makes total sense whether the design to which “unavoid-
able” refers is (as the dissent believes) any feasible design
(making the side effects of the design used for the vaccine 
at issue avoidable), or (as we believe) the particular design 
used for the vaccine at issue (making its side effects un-
avoidable). Under the latter view, the condition estab-
lished by the “if” clause is that the vaccine have been
properly labeled and manufactured; and under the former,
that it have been properly designed, labeled, and manufac-
tured. Neither view renders the “if” clause a nullity. 
Which of the two variants must be preferred is addressed 
by our textual analysis, and is in no way determined by 
the “if” clause. 


Petitioners’ and the dissent’s textual argument also
rests upon the proposition that the word “unavoidable” in
§300aa–22(b)(1) is a term of art that incorporates com-
ment k to Restatement (Second) of Torts §402A (1963– 
1964).39  The Restatement generally holds a manufacturer 
strictly liable for harm to person or property caused by
“any product in a defective condition unreasonably dan-
gerous to the user.”40 Comment k exempts from this
strict-liability rule “unavoidably unsafe products.”  An 
unavoidably unsafe product is defined by a hodge-podge of
criteria and a few examples, such as the Pasteur rabies 
vaccine and experimental pharmaceuticals. Despite this
lack of clarity, petitioners seize upon one phrase in the 
comment k analysis, and assert that by 1986 a majority of 
courts had made this a sine qua non requirement for an
“unavoidably unsafe product”: a case-specific showing that
the product was “quite incapable of being made safer for 


—————— 
38 Ibid. 
39 See Brief for Petitioners 29.

40 Restatement §402A, p. 347. 
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[its] intended . . . use.”41 


We have no need to consider the finer points of comment 
k. Whatever consistent judicial gloss that comment may 
have been given in 1986, there is no reason to believe that 
§300aa–22(b)(1) was invoking it. The comment creates a 
special category of “unavoidably unsafe products,” while 
the statute refers to “side effects that were unavoidable.” 
That the latter uses the adjective “unavoidable” and the
former the adverb “unavoidably” does not establish that 
Congress had comment k in mind.  “Unavoidable” is 
hardly a rarely used word.  Even the cases petitioners cite 
as putting a definitive gloss on comment k use the precise 
phrase “unavoidably unsafe product”;42 none attaches 
special significance to the term “unavoidable” standing 
alone. 


The textual problems with petitioners’ interpretation do 
—————— 


41 Id., Comment k, p. 353; Petitioners cite, inter alia, Kearl v. Lederle 
Labs., 172 Cal. App. 3d 812, 828–830, 218 Cal. Rptr. 453, 463–464 
(1985); Belle Bonfils Memorial Blood Bank v. Hansen, 665 P. 2d 118, 
122 (Colo. 1983). 


Though it is not pertinent to our analysis, we point out that a large
number of courts disagreed with that reading of comment k, and took it 
to say that manufacturers did not face strict liability for side effects of
properly manufactured prescription drugs that were accompanied by
adequate warnings.  See, e.g., Brown v. Superior Court, 227 Cal. Rptr.
768, 772–775 (Cal. App. 1986), (officially depublished), aff’d 44 Cal. 3d
1049, 751 P. 2d 470 (1988); McKee v. Moore, 648 P. 2d 21, 23 (Okla. 
1982); Stone v. Smith, Kline & French Labs., 447 So. 2d 1301, 1303– 
1304 (Ala. 1984); Lindsay v. Ortho Pharm. Corp., 637 F. 2d 87, 90–91 
(CA2 1980) (applying N. Y. law); Wolfgruber v. Upjohn Co., 72 App. Div. 
2d 59, 61, 423 N. Y. S. 2d 95, 96 (1979); Chambers v. G. D. Searle & Co., 
441 F. Supp. 377, 380–381 (D Md. 1975); Basko v. Sterling Drug, Inc., 
416 F. 2d 417, 425 (CA2 1969) (applying Conn. law). 


42 See, e.g., Johnson v. American Cyanamid Co., 239 Kan. 279, 285, 
718 P. 2d 1318, 1323 (1986); Feldman v. Lederle Labs., 97 N. J. 429, 
440, 446–447, 479 A. 2d 374, 380, 383–384 (1984); Belle Bonfils Memo-
rial Blood Bank supra, at 121–123; Cassisi v. Maytag Co., 396 So. 2d 
1140, 1144, n. 4, 1146 (Fla. App. 1981); Racer v. Utterman, 629 S. W. 2d 
387, 393 (Mo. App. 1981). 
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not end there. The phrase “even though” in the clause
“even though the vaccine was properly prepared and 
[labeled]” is meant to signal the unexpected: unavoidable 
side effects persist despite best manufacturing and label-
ing practices.43  But petitioners’ reading eliminates any
opposition between the “even though” clause—called a 
concessive subordinate clause by grammarians—and the
word “unavoidable.”44  Their reading makes preemption 
turn equally on unavoidability, proper preparation, and 
proper labeling. Thus, the dissent twice refers to the 
requirements of proper preparation and proper labeling as
“two additional prerequisites” for preemption independent 
of unavoidability.45  The primary textual justification for 
the dissent’s position depends on that independence.46 


But linking independent ideas is the job of a coordinating 
junction like “and,” not a subordinating junction like “even
though.”47 


—————— 
43 The dissent’s assertion that we treat “even though” as a synonym


for “because” misses the subtle distinction between “because” and 
“despite.”  See post, at 17, n. 14.  “Even though” is a close cousin of the
latter.  See Webster’s New International Dictionary 709, 2631 (2d ed. 
1957).  The statement “the car accident was unavoidable despite his
quick reflexes” indicates that quick reflexes could not avoid the acci-
dent, and leaves open two unstated possibilities: (1) that other, un-
stated means of avoiding the accident besides quick reflexes existed,
but came up short as well; or (2) that quick reflexes were the only 
possible way to avoid the accident.  Our interpretation of §300aa– 
22(b)(1) explains why we think Congress meant the latter in this 
context. (Incidentally, the statement “the car accident was unavoidable 
because of his quick reflexes” makes no sense.) 


44 See W. Follett, Modern American Usage: A Guide 61 (1966). 
45 Post, at 9, 17. 
46 Post, at 3–5. 
47 The dissent responds that these “additional prerequisites” act “in a 


concessive, subordinating fashion,” post, at 17, n. 14 (internal quotation 
marks and brackets omitted).  But that is no more true of the dissent’s 
conjunctive interpretation of the present text than it is of all provisions
that set forth additional requirements—meaning that we could elimi-
nate “even though” from our English lexicon, its function being entirely 
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Petitioners and the dissent contend that the interpreta-
tion we propose would render part of §300aa–22(b)(1)
superfluous: Congress could have more tersely and more 
clearly preempted design-defect claims by barring liability 
“if . . . the vaccine was properly prepared and was accom-
panied by proper directions and warnings.” The interven-
ing passage (“the injury or death resulted from side effects 
that were unavoidable even though”) is unnecessary.  True 
enough. But the rule against giving a portion of text an
interpretation which renders it superfluous does not pre-
scribe that a passage which could have been more terse 
does not mean what it says.  The rule applies only if ver-
bosity and prolixity can be eliminated by giving the offend-
ing passage, or the remainder of the text, a competing
interpretation.  That is not the case here.48 To be sure,  
petitioners’ and the dissent’s interpretation gives inde-
pendent meaning to the intervening passage (the supposed
meaning of comment k); but it does so only at the expense 
of rendering the remainder of the provision superfluous. 
Since a vaccine is not “quite incapable of being made safer 
for [its] intended use” if manufacturing defects could have 
been eliminated or better warnings provided, the entire 
“even though” clause is a useless appendage.49  It would  
suffice to say “if the injury or death resulted from side
effects that were unavoidable”—full stop. 


—————— 
performed by “and.” No, we think “even though” has a distinctive 
concessive, subordinating role to play. 


48 Because the dissent has a superfluity problem of its own, its reli-
ance on Bates v. Dow Agrosciences LLC, 544 U. S. 431 (2005), is mis-
placed. See id., at 449 (adopting an interpretation that was “the only
one that makes sense of each phrase” in the relevant statute). 


49 That is true regardless of whether §300aa–22(b)(1) incorporates 
comment k.  See Restatement §402A, Comment k, pp. 353, 354 (noting
that “unavoidably unsafe products” are exempt from strict liability
“with the qualification that they are properly prepared and marketed,
and proper warning is given”). 
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III 
The structure of the NCVIA and of vaccine regulation in 


general reinforces what the text of §300aa–22(b)(1) sug-
gests. A vaccine’s license spells out the manufacturing
method that must be followed and the directions and 
warnings that must accompany the product.50  Manufac-
turers ordinarily must obtain the Food and Drug Admini-
stration’s (FDA) approval before modifying either.51  De-
viations from the license thus provide objective evidence of
manufacturing defects or inadequate warnings.  Further 
objective evidence comes from the FDA’s regulations—
more than 90 of them52—that pervasively regulate the 
manufacturing process, down to the requirements for 
plumbing and ventilation systems at each manufacturing
facility.53  Material noncompliance with any one of them, 
or with any other FDA regulation, could cost the manufac-
turer its regulatory-compliance defense.54 


Design defects, in contrast, do not merit a single men-
tion in the NCVIA or the FDA’s regulations.  Indeed, the 
FDA has never even spelled out in regulations the criteria 
it uses to decide whether a vaccine is safe and effective for 
its intended use.55  And the decision is surely not an easy 
one. Drug manufacturers often could trade a little less
efficacy for a little more safety, but the safest design is not 
always the best one. Striking the right balance between 
safety and efficacy is especially difficult with respect to 
vaccines, which affect public as well as individual health.
Yet the Act, which in every other respect micromanages
manufacturers, is silent on how to evaluate competing 
designs. Are manufacturers liable only for failing to em-
—————— 


50 See 42 U. S. C. §262(a), ( j); 21 CFR §§601.2(a), 314.105(b) (2010). 
51 See §601.12. 
52 See §§211.1 et seq., 600.10–600.15, 600.21–600.22, 820.1 et seq. 
53 See §§211.46, 211.48. 
54 See 42 U. S. C. §300aa–22(b)(2). 
55 Hutt, Merrill, & Grossman, Food and Drug Law, at 685, 891. 



http:�601.12

http:600.10�600.15

http:600.21�600.22

http:��211.46
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ploy an alternative design that the FDA has approved for
distribution (an approval it takes years to obtain56)? Or 
does it suffice that a vaccine design has been approved in
other countries?  Or could there be liability for failure to
use a design that exists only in a lab? Neither the Act nor 
the FDA regulations provide an answer, leaving the uni-
verse of alternative designs to be limited only by an ex-
pert’s imagination. 


Jurors, of course, often decide similar questions with
little guidance, and we do not suggest that the absence
of guidance alone suggests preemption. But the lack of 
guidance for design defects combined with the exten- 
sive guidance for the two grounds of liability specifically
mentioned in the Act strongly suggests that design defects 
were not mentioned because they are not a basis for 
liability.


The mandates contained in the Act lead to the same 
conclusion. Design-defect torts, broadly speaking, have
two beneficial effects: (1) prompting the development of
improved designs, and (2) providing compensation for 
inflicted injuries. The NCVIA provides other means for
achieving both effects.  We have already discussed the
Act’s generous compensation scheme. And the Act pro-
vides many means of improving vaccine design.  It directs 
the Secretary of Health and Human Services to promote 
“the development of childhood vaccines that result in
fewer and less serious adverse reactions.”57  It establishes 
a National Vaccine Program, whose Director is “to achieve 
optimal prevention of human infectious diseases . . . and to 
achieve optimal prevention against adverse reactions.”58 


The Program is to set priorities for federal vaccine re-
search, and to coordinate federal vaccine safety and effi-


—————— 
56 See Sing & William, Supplying Vaccines, at 66–67. 
57 42 U. S. C. §300aa–27(a)(1). 
58 §300aa–1. 
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cacy testing.59  The Act requires vaccine manufacturers
and health-care providers to report adverse side effects,60 


and provides for monitoring of vaccine safety through a
collaboration with eight managed-care organizations.61 


And of course whenever the FDA concludes that a vaccine 
is unsafe, it may revoke the license.62 


These provisions for federal agency improvement of 
vaccine design, and for federally prescribed compensation, 
once again suggest that §300aa–22(b)(1)’s silence regard-
ing design-defect liability was not inadvertent. It instead 
reflects a sensible choice to leave complex epidemiological
judgments about vaccine design to the FDA and the Na-
tional Vaccine Program rather than juries.63 


And finally, the Act’s structural quid pro quo leads to 
the same conclusion: The vaccine manufacturers fund 
from their sales an informal, efficient compensation pro-
gram for vaccine injuries;64 in exchange they avoid costly 
tort litigation and the occasional disproportionate jury
verdict.65  But design-defect allegations are the most
speculative and difficult type of products liability claim to 
—————— 


59 See §§300aa–2(a)(1)–(3), 300aa–3. 
60 See §300aa–25(b). 
61 See NVAC 18–19. 
62 See 21 CFR §601.5(b)(1)(vi) (2010). 
63 The dissent quotes just part of this sentence, to make it appear that


we believe complex epidemiological judgments ought to be assigned in 
that fashion.  See  post, at 26. We do not state our preference, but
merely note that it is Congress’s expressed preference—and in order to
preclude the argument that it is absurd to think Congress enacted such
a thing, we assert that the choice is reasonable and express some of the
reasons why.  Leaving it to the jury may (or may not) be reasonable as
well; we express no view. 


64 See 42 U. S. C. §300aa–15(i)(2); Pub. L. 99–660, §323(a), 100 Stat. 
3784.  The dissent’s unsupported speculation that demand in the 
vaccine market is inelastic, see post, at 24, n. 22, sheds no light on
whether Congress regarded the tax as a quid pro quo, most Members of 
Congress being neither professional economists nor law-and-economics 
scholars. 


65 See 42 U. S. C. §§300aa–11(a)(2), 300aa–22. 
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litigate. Taxing vaccine manufacturers’ product to fund
the compensation program, while leaving their liability for 
design defect virtually unaltered, would hardly coax 
manufacturers back into the market. 


The dissent believes the Act’s mandates are irrelevant 
because they do not spur innovation in precisely the same
way as state-law tort systems.66  That is a novel sugges-
tion. Although we previously have expressed doubt that 
Congress would quietly preempt product-liability claims
without providing a federal substitute, see Medtronic, Inc. 
v. Lohr, 518 U. S. 470, 486–488 (1996) (plurality opinion),
we have never suggested we would be skeptical of preemp-
tion unless the congressional substitute operated like the 
tort system.  We decline to adopt that stance today.  The 
dissent’s belief that the FDA and the National Vaccine 
Program cannot alone spur adequate vaccine innovation is
probably questionable, but surely beside the point. 


IV 
Since our interpretation of §300aa–22(b)(1) is the only 


interpretation supported by the text and structure of the
NCVIA, even those of us who believe legislative history is 
a legitimate tool of statutory interpretation have no need 
to resort to it.  In any case, the dissent’s contention that it
would contradict our conclusion is mistaken. 


The dissent’s legislative history relies on the following 
syllogism: A 1986 House Committee Report states that
§300aa–22(b)(1) “sets forth the principle contained in
Comment k of Section 402A of the Restatement of Torts 
(Second);”67 in 1986 comment k was “commonly under-
stood” to require a case-specific showing that “no feasible 
alternative design” existed; Congress therefore must have 
intended §300aa–22(b)(1) to require that showing.68  The  


—————— 
66 See post, at 21–24. 

67 H. R. Rep. No. 99–908, pt. 1, p. 25 (1986) (hereinafter 1986 Report). 

68 Post, at 7–8. 
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syllogism ignores unhelpful statements in the Report and
relies upon a term of art that did not exist in 1986. 


Immediately after the language quoted by the dissent, 
the 1986 Report notes the difficulty a jury would have in 
faithfully assessing whether a feasible alternative design
exists when an innocent “young child, often badly injured
or killed” is the plaintiff.69  Eliminating that concern is
why the Report’s authors “strongly believ[e] that Com-
ment k is appropriate and necessary as the policy for civil
actions seeking damages in tort.”70 The dissent’s interpre-
tation of §300aa–22(b)(1) and its version of “the principle
in Comment K” adopted by the 1986 Report leave that
concern unaddressed. 


The dissent buries another unfavorable piece of legisla-
tive history. Because the Report believes that §300aa–
22(b)(1) should incorporate “the principle in Comment K”
and because the Act provides a generous no-fault compen-
sation scheme, the Report counsels injured parties who
cannot prove a manufacturing or labeling defect to “pursue 
recompense in the compensation system, not the tort
system.”71  That counsel echoes our interpretation of 
§300aa–22(b)(1). 


Not to worry, the dissent retorts, a Committee Report by
a later Congress “authoritative[ly]” vindicates its interpre-
tation.72  Post-enactment legislative history (a contradic-
tion in terms) is not a legitimate tool of statutory interpre-
tation. See Jones v. United States, 526 U. S. 227, 238 


—————— 
69 1986 Report, at 26; see ibid. (“[E]ven if the defendant manufacturer 


may have made as safe a vaccine as anyone reasonably could expect, a
court or jury undoubtedly will find it difficult to rule in favor of the 
‘innocent’ manufacturer if the equally ‘innocent’ child has to bear the
risk of loss with no other possibility of recompense”). 


70 Ibid. 
71 Ibid. 
72 Post, at 12. This is a courageous adverb since we have previously


held that the only authoritative source of statutory meaning is the text 
that has passed through the Article I process.  See Exxon Mobil Corp. v. 
Allapattah Services, Inc., 545 U. S. 546, 568 (2005). 







18 BRUESEWITZ v. WYETH LLC 


Opinion of the Court 


(1999); United States v. Mine Workers, 330 U. S. 258, 281– 
282 (1947).  Real (pre-enactment) legislative history is
persuasive to some because it is thought to shed light on
what legislators understood an ambiguous statutory text 
to mean when they voted to enact it into law. See Exxon 
Mobil Corp. v. Allapattah Services, Inc., 545 U. S. 546, 568 
(2005). But post-enactment legislative history by defini-
tion “could have had no effect on the congressional vote,”
District of Columbia v. Heller, 554 U. S. 570, 605 (2008). 


It does not matter that §300aa–22(b)(1) did not take
effect until the later Congress passed the excise tax that
funds the compensation scheme,73 and that the supposedly
dispositive Committee Report is attached to that funding
legislation.74  Those who voted on the relevant statutory 
language were not necessarily the same persons who
crafted the statements in the later Committee Report; or if
they were did not necessarily have the same views at that 
earlier time; and no one voting at that earlier time could 
possibly have been informed by those later statements. 
Permitting the legislative history of subsequent funding 
legislation to alter the meaning of a statute would set a
dangerous precedent.  Many provisions of federal law 
depend on appropriations or include sunset provisions;75 


they cannot be made the device for unenacted statutory 
revision. 


That brings us to the second flaw in the dissent’s syllo-
gism: Comment k did not have a “commonly understood 
meaning”76 in the mid-1980’s. Some courts thought it 
required a case-specific showing that a product was “un-
avoidably unsafe”; many others thought it categorically 
exempted certain types of products from strict liability.77 


—————— 
73 Pub. L. 99–960, §323(a), 100 Stat. 3784. 
74 H. R. Rep. No. 100–391, pt. 1, p. 701 (1987). 
75 See, e.g., Pub. L. 104–208, §§401, 403(a), 110 Stat. 3009–655 to 


3009–656, 3009–659 to 3009–662, as amended, note following 8 U. S. C. 
§1324a (2006 ed., Supp. III) (E-Verify program expires Sept. 30, 2012). 


76 Post, at 8. 
77 See n. 39, supra; post, at 7–8, n. 5. 
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When “all (or nearly all) of the” relevant judicial decisions 
have given a term or concept a consistent judicial gloss, we 
presume Congress intended the term or concept to have
that meaning when it incorporated it into a later-enacted 
statute. Merck & Co. v. Reynolds, 559 U. S. ___, ___ (2010)
(SCALIA, J., concurring in part and concurring in judg-
ment) (slip op., at 5).  The consistent gloss represents 
the public understanding of the term.  We cannot make the 
same assumption when widespread disagreement exists
among the lower courts.  We must make do with giving the
term its most plausible meaning using the traditional 
tools of statutory interpretation.  That is what we have 
done today. 


* * * 
For the foregoing reasons, we hold that the National


Childhood Vaccine Injury Act preempts all design-defect 
claims against vaccine manufacturers brought by plain-
tiffs who seek compensation for injury or death caused by 
vaccine side effects. The judgment of the Court of Appeals 
is affirmed. 


It is so ordered. 


JUSTICE KAGAN took no part in the consideration or 
decision of this case. 







_________________ 


_________________ 
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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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compensation system, not the tort system.”  H. R. Rep.
No. 99–908, pt. 1, p. 24 (1986) (hereinafter H. R.
Rep.). 


The Report lists two specific kinds of tort suits that the 
clause does not pre-empt (suits based on improper manu-
facturing and improper labeling), while going on to state 
that compensation for other tort claims, e.g., design-defect
claims, lies in “the [NCVIA’s no-fault] compensation sys-
tem, not the tort system.” Ibid. 


The strongest contrary argument rests upon the Re-
port’s earlier description of the statute as “set[ting] forth
the principle contained in Comment k” (of the Restate-
ment Second of Torts’ strict liability section, 402A) that “a
vaccine manufacturer should not be liable for injuries or 
deaths resulting from unavoidable side effects.” Id., at 23 
(emphasis added).  But the appearance of the word “un-
avoidable” in this last-mentioned sentence cannot provide 
petitioners with much help.  That is because nothing in
the Report suggests that the statute means the word 
“unavoidable” to summon up an otherwise unmentioned 
third exception encompassing suits based on design de-
fects. Nor can the Report’s reference to comment k fill the 
gap. The Report itself refers, not to comment k’s details, 
but only to its “principle,” namely, that vaccine manufac-
turers should not be held liable for unavoidable injuries.
It says nothing at all about who—judge, jury, or federal
safety agency—should decide whether a safer vaccine 
could have been designed.  Indeed, at the time Congress
wrote this Report, different state courts had come to very
different conclusions about that matter. See Cupp, Re-
thinking Conscious Design Liability for Prescription 
Drugs: The Restatement (Third) Standard Versus a Negli-
gence Approach, 63 Geo. Wash. L. Rev. 76, 79 (1994–1995) 
(“[C]ourts [had] adopted a broad range of conflicting inter-
pretations” of comment k).  Neither the word “unavoid-
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able” nor the phrase “the principle of Comment k” tells us
which courts’ view Congress intended to adopt.  Silence 
cannot tell us to follow those States where juries decided 
the design-defect question. 


II 
The legislative history describes the statute more gen-


erally as trying to protect the lives of children, in part
by ending “the instability and unpredictability of the
childhood vaccine market.”  H. R. Rep., at 7; see ante, at 
2–3. As the Committee Report makes clear, routine vacci-
nation is “one of the most spectacularly effective public
health initiatives this country has ever undertaken.” 
H. R. Rep., at 4.  Before the development of routine whoop-
ing cough vaccination, for example, “nearly all children”
in the United States caught the disease and more than 
4,000 people died annually, most of them infants.  U. S. 
Dept. of Health and Human Services, Centers for Disease 
Control and Prevention, What Would Happen if We
Stopped Vaccinations? http://www.cdc.gov/vaccines/vac-gen/ 
whatifstop.htm (all Internet materials as visited Feb. 17, 
2011, and available in Clerk of Court’s case file); Prevent-
ing Tetanus, Diphtheria, and Pertussis Among Adoles-
cents: Use of Tetanus Toxoid, Reduced Diptheria Toxoid 
and Acellular Pertussis Vaccines, 55 Morbidity and Mor-
tality Weekly Report, No. RR–3, p. 2 (Mar. 24, 2006) (here-
inafter Preventing Tetanus) (statistics for 1934–1943),
http://www.cdc.gov/mmwr/PDF/rr/rr5503.pdf; U. S. Dept.
of Health and Human Services, Centers for Disease Con-
trol and Prevention, Epidemiology and Prevention of 
Vaccine-Preventable Diseases 200 (11th ed. rev. May 
2009). After vaccination became common, the number of 
annual cases of whooping cough declined from over 
200,000 to about 2,300, and the number of deaths from 
about 4,000 to about 12. Preventing Tetanus 2; Childhood 
Immunizations, House Committee on Energy and Com-



http://www.cdc.gov/vaccines/vac-gen/

http://www.cdc.gov/mmwr/PDF/rr/rr5503.pdf;
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merce, 99th Cong., 2d Sess., 10 (Comm. Print 1986) (here-
inafter Childhood Immunizations).


But these gains are fragile; “[t]he causative agents for
these preventable childhood illnesses are ever present in 
the environment, waiting for the opportunity to attack 
the unprotected individual.” Hearing on S. 827 before the
Senate Committee on Labor and Human Resources, 99th 
Cong., 2d Sess., pt. 2, pp. 20–21 (1985) (hereinafter Hear-
ings) (testimony of the American Academy of Pediatrics);
see California Dept. of Public Health, Pertussis Re- 
port (Jan. 7, 2011), www.cdph.ca.gov/programs/immunize/
Documents/PertussisReport2011–01–07.pdf (In 2010, 
8,383 people in California caught whooping cough, and 10
infants died). Even a brief period when vaccination pro-
grams are disrupted can lead to children’s deaths.  Hear-
ings 20–21; see Gangarosa et al., Impact of Anti-Vaccine
Movements on Pertussis Control: The Untold Story, 351
Lancet 356–361 (Jan. 31, 1998) (when vaccination pro-
grams are disrupted, the number of cases of whooping 
cough skyrockets, increasing by orders of magnitude). 


In considering the NCVIA, Congress found that a sharp
increase in tort suits brought against whooping cough and 
other vaccine manufacturers between 1980 and 1985 had 
“prompted manufacturers to question their continued 
participation in the vaccine market.”  H. R. Rep., at 4;
Childhood Immunizations 85–86.  Indeed, two whooping 
cough vaccine manufacturers withdrew from the market,
and other vaccine manufacturers, “fac[ing] great difficulty 
in obtaining [product liability] insurance,” told Congress
that they were considering “a similar course of action.”
H. R. Rep., at 4; Childhood Immunizations 68–70.  The 
Committee Report explains that, since there were only one
or two manufacturers of many childhood vaccines, “[t]he 
loss of any of the existing manufacturers of childhood 
vaccines . . . could create a genuine public health hazard”;
it “would present the very real possibility of vaccine short-
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ages, and, in turn, increasing numbers of unimmunized 
children, and, perhaps, a resurgence of preventable dis-
eases.” H. R. Rep., at 5.  At the same time, Congress 
sought to provide generous compensation to those whom
vaccines injured—as determined by an expert compensa-
tion program. Id., at 5, 24. 


Given these broad general purposes, to read the pre-
emption clause as preserving design-defect suits seems 
anomalous.  The Department of Health and Human 
Services (HHS) decides when a vaccine is safe enough to
be licensed and which licensed vaccines, with which 
associated injuries, should be placed on the Vaccine In- 
jury Table. 42 U. S. C. §300aa–14; ante, at 3–4; A 
Comprehensive Review of Federal Vaccine Safety Pro-
grams and Public Health Activities 13–15, 32–34 
(Dec. 2008), http://www.hhs.gov/nvpo/nvac/documents/
vaccine-safety-review.pdf. A special master in the Act’s 
compensation program determines whether someone has
suffered an injury listed on the Injury Table and, if not, 
whether the vaccine nonetheless caused the injury. Ante, 
at 3–4; §300aa–13. To allow a jury in effect to second-
guess those determinations is to substitute less expert for
more expert judgment, thereby threatening manufacturers 
with liability (indeed, strict liability) in instances where 
any conflict between experts and nonexperts is likely to be
particularly severe—instances where Congress intended
the contrary. That is because potential tort plaintiffs are 
unlikely to bring suit unless the specialized compensation 
program has determined that they are not entitled to
compensation (say, because it concludes that the vaccine 
did not cause the injury).  Brief for United States as 
Amicus Curiae 28 (“99.8% of successful Compensation
Program claimants have accepted their awards, foregoing 
any tort remedies against vaccine manufacturers”).  It is 
difficult to reconcile these potential conflicts and the re-
sulting tort liabilities with a statute that seeks to diminish 



http://www.hhs.gov/nvpo/nvac/documents/
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manufacturers’ product liability while simultaneously 
augmenting the role of experts in making compensation 
decisions. 


III 
The United States, reflecting the views of HHS, urges 


the Court to read the Act as I and the majority would do.
It notes that the compensation program’s listed vaccines 
have survived rigorous administrative safety review.  It 
says that to read the Act as permitting design-defect
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 
Amicus Curiae 30, 31. 


The United States is supported in this claim by leading 
public health organizations, including the American Acad-
emy of Pediatrics, the American Academy of Family Phy-
sicians, the American College of Preventive Medicine, the
American Public Health Association, the American Medi-
cal Association, the March of Dimes Foundation, the Pedi-
atric Infectious Diseases Society, and 15 other similar 
organizations. Brief for American Academy of Pediatrics
et al. as Amici Curiae (hereinafter AAP Brief).  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, in respect to the specific question before us,
that the petitioners’ interpretation of the Act would un-
dermine its basic purposes by threatening to “halt the
future production and development of childhood vaccines 
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in this country,” i.e., by “threaten[ing] a resurgence of the 
very problems which . . . caused Congress to intervene” by
enacting this statute.  AAP Brief 24 (internal quotation
marks omitted). 


I would give significant weight to the views of HHS.
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, J., 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”).  HHS’s position is par-
ticularly persuasive here because expert public health
organizations support its views and the matter concerns a
medical and scientific question of great importance: how
best to save the lives of children. See Skidmore v. Swift & 
Co., 323 U. S. 134 (1944).


In sum, congressional reports and history, the statute’s
basic purpose as revealed by that history, and the views of 
the expert agency along with those of relevant medical and 
scientific associations, all support the Court’s conclusions. 
I consequently agree with the Court. 
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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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I 

A 



Section 22 of the Vaccine Act provides “[s]tandards of
responsibility” to govern civil actions against vaccine
manufacturers. 42 U. S. C. §300aa–22.  Section 22(a) sets 
forth the “[g]eneral rule” that “State law shall apply to a
civil action brought for damages for a vaccine-related
injury or death.”  §300aa–22(a). This baseline rule that 
state law applies is subject to three narrow exceptions, one 
of which, §22(b)(1), is at issue in this case. Section 22(b)(1)
provides: 


“No vaccine manufacturer shall be liable in a civil ac-
tion for damages arising from a vaccine-related injury
or death associated with the administration of a vac-
cine after October 1, 1988, if the injury or death re-
sulted from side effects that were unavoidable even 
though the vaccine was properly prepared and was 
accompanied by proper directions and warnings.” 
§300aa–22(b)(1). 


The provision contains two key clauses: “if the injury or
death resulted from side effects that were unavoidable” 
(the “if” clause), and “even though the vaccine was prop-
erly prepared and was accompanied by proper directions
and warnings” (the “even though” clause). 


Blackletter products liability law generally recognizes
three different types of product defects: design defects, 
manufacturing defects, and labeling defects (e.g., failure to 
warn).1  The reference in the “even though” clause to a 
“properly prepared” vaccine “accompanied by proper direc-
tions and warnings” is an obvious reference to two such 
defects—manufacturing and labeling defects.  The plain
terms of the “even though” clause thus indicate that 
—————— 


1 W. Keeton, D. Dobbs, R. Keeton, & D. Owen, Prosser and Keeton on 
Law of Torts 695 (5th ed. 1984). 
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§22(b)(1) applies only where neither kind of defect is pre-
sent. Because §22(b)(1) is invoked by vaccine manufactur-
ers as a defense to tort liability, it follows that the “even
though” clause requires a vaccine manufacturer in each 
civil action to demonstrate that its vaccine is free from 
manufacturing and labeling defects to fall within the 
liability exemption of §22(b)(1).2 


Given that the “even though” clause requires the ab-
sence of manufacturing and labeling defects, the “if” 
clause’s reference to “side effects that were unavoidable” 
must refer to side effects caused by something other than
manufacturing and labeling defects.  The only remaining
kind of product defect recognized under traditional prod-
ucts liability law is a design defect.  Thus, “side effects 
that were unavoidable” must refer to side effects caused by
a vaccine’s design that were “unavoidable.” Because 
§22(b)(1) uses the conditional term “if,” moreover, the text
plainly implies that some side effects stemming from a
vaccine’s design are “unavoidable,” while others are avoid-
able. See Webster’s Third New International Dictionary 
1124 (2002) (“if” means “in the event that,” “so long as,” or
“on condition that”). Accordingly, because the “if” clause 
(like the “even though” clause) sets forth a condition to 
invoke §22(b)(1)’s defense to tort liability, Congress must 
also have intended a vaccine manufacturer to demonstrate 
in each civil action that the particular side effects of a
vaccine’s design were “unavoidable.” 


Congress’ use of conditional “if” clauses in two other 
provisions of the Vaccine Act supports the conclusion that
§22(b)(1) requires an inquiry in each case in which a 
manufacturer seeks to invoke the provision’s exception to 
—————— 


2 See Silkwood v. Kerr-McGee Corp., 464 U. S. 238, 255 (1984); Brown 
v. Earthboard Sports USA, Inc., 481 F. 3d 901, 912 (CA6 2007) 
(“ ‘[F]ederal preemption is an affirmative defense upon which the 
defendants bear the burden of proof ’ ” (quoting Fifth Third Bank v. 
CSX Corp., 415 F. 3d 741, 745 (CA7 2005))). 
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state tort liability. In §22(b)(2), Congress created a pre-
sumption that, for purposes of §22(b)(1), “a vaccine shall
be presumed to be accompanied by proper directions and 
warnings if the vaccine manufacturer shows that it com-
plied in all material respects with” federal labeling re-
quirements.  42 U. S. C. §300aa–22(b)(2).  Similarly, in
§23(d)(2), Congress created an exemption from punitive
damages “[i]f . . . the manufacturer shows that it complied,
in all material respects,” with applicable federal laws,
unless it engages in “fraud,” “intentional and wrongful
withholding of information” from federal regulators, or 
“other criminal or illegal activity.”  §300aa–23(d)(2). It 
would be highly anomalous for Congress to use a condi-
tional “if” clause in §§22(b)(2) and 23(d)(2) to require a
specific inquiry in each case while using the same condi-
tional “if” clause in §22(b)(1) to denote a categorical ex-
emption from liability. Cf. Erlenbaugh v. United States, 
409 U. S. 239, 243 (1972) (“[A] legislative body generally 
uses a particular word with a consistent meaning in a
given context”).


Indeed, when Congress intends to pre-empt design
defect claims categorically, it does so using categorical
(e.g., “all”) and/or declarative language (e.g., “shall”),
rather than a conditional term (“if”).  For example, in
a related context, Congress has authorized the Secretary
of Health and Human Services to designate a vaccine 
designed to prevent a pandemic or epidemic as a “covered 
countermeasure.” 42 U. S. C. §§247d–6d(b), (i)(1),
(i)(7)(A)(i). With respect to such “covered countermea-
sure[s],” Congress provided that subject to certain excep-
tions, “a covered person shall be immune from suit and 
liability under Federal and State law with respect to all 
claims for loss caused by, arising out of, relating to, or 
resulting from the administration to or the use by an
individual of a covered countermeasure,” §247d–6d(a)(1) 
(emphasis added), including specifically claims relating to 
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“the design” of the countermeasure, §247d–6d(a)(2)(B).
The plain text and structure of the Vaccine Act thus


compel the conclusion that §22(b)(1) pre-empts some—but
not all—design defect claims. Contrary to the majority’s
and respondent’s categorical reading, petitioners correctly 
contend that, where a plaintiff has proved that she has 
suffered an injury resulting from a side effect caused by
a vaccine’s design, a vaccine manufacturer may invoke 
§22(b)(1)’s liability exemption only if it demonstrates that 
the side effect stemming from the particular vaccine’s
design is “unavoidable,” and that the vaccine is otherwise
free from manufacturing and labeling defects.3 


B 
The legislative history confirms petitioners’ interpreta-


tion of §22(b)(1) and sheds further light on its pre-emptive 
scope. The House Energy and Commerce Committee 
Report accompanying the Vaccine Act, H. R. Rep. No. 99–
908, pt. 1 (1986) (hereinafter 1986 Report), explains in
relevant part: 


“Subsection (b)—Unavoidable Adverse Side Effects; 
Direct Warnings.—This provision sets forth the prin-
ciple contained in Comment K of Section 402A of the 
Restatement of Torts (Second) that a vaccine manu-
facturer should not be liable for injuries or deaths re-
sulting from unavoidable side effects even though the 
vaccine was properly prepared and accompanied by
proper directions and warnings. 


“The Committee has set forth Comment K in this 
bill because it intends that the principle in Comment
K regarding ‘unavoidably unsafe’ products, i.e., those 
products which in the present state of human skill 
and knowledge cannot be made safe, apply to the vac-


—————— 
3 This leaves the question of what precisely §22(b)(1) means by “un-


avoidable” side effects, which I address in the next section. 
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cines covered in the bill and that such products not be
the subject of liability in the tort system.” Id., at 25– 
26. 


The Report expressly adopts comment k of §402A of the 
Restatement of Torts (Second) (1963–1964) (hereinafter
Restatement), which provides that “unavoidably unsafe” 
products—i.e., those that “in the present state of human 
knowledge, are quite incapable of being made safe for 
their intended and ordinary use”—are not defective.4  As  
“[a]n outstanding example” of an “[u]navoidably unsafe” 
product, comment k cites “the vaccine for the Pasteur 
treatment of rabies, which not uncommonly leads to very 
serious and damaging consequences when it is injected”; 
—————— 


4 Comment k provides as follows: 
“Unavoidably unsafe products. There are some products which, in 


the present state of human knowledge, are quite incapable of being
made safe for their intended and ordinary use.  These are especially 
common in the field of drugs. An outstanding example is the vaccine 
for the Pasteur treatment of rabies, which not uncommonly leads to
very serious and damaging consequences when it is injected.  Since the 
disease itself invariably leads to a dreadful death, both the marketing 
and the use of the vaccine are fully justified, notwithstanding the 
unavoidable high degree of risk which they involve.  Such a product,
properly prepared, and accompanied by proper directions and warning,
is not defective, nor is it unreasonably dangerous.  The same is true of 
many other drugs, vaccines, and the like, many of which for this very
reason cannot legally be sold except to physicians, or under the pre-
scription of a physician. It is also true in particular of many new or
experimental drugs as to which, because of lack of time and opportunity 
for sufficient medical experience, there can be no assurance of safety, or 
perhaps even of purity of ingredients, but such experience as there is 
justifies the marketing and use of the drug notwithstanding a medically 
recognizable risk.  The seller of such products, again with the qualifica-
tion that they are properly prepared and marketed, and proper warning 
is given, where the situation calls for it, is not to be held to strict
liability for unfortunate consequences attending their use, merely 
because he has undertaken to supply the public with an apparently
useful and desirable product, attended with a known but apparently 
reasonable risk.”  Restatement 353–354. 
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“[s]ince the disease itself invariably leads to a dreadful
death, both the marketing and the use of the vaccine are 
fully justified, notwithstanding the unavoidable high
degree of risk which they involve.”  Id., at 353. Comment 
k thus provides that “seller[s]” of “[u]navoidably unsafe” 
products are “not to be held to strict liability” provided 
that such products “are properly prepared and marketed, 
and proper warning is given.”  Ibid. 


As the 1986 Report explains, Congress intended that the
“principle in Comment K regarding ‘unavoidably unsafe’ 
products” apply to the vaccines covered in the bill.  1986 
Report 26. That intent, in turn, is manifested in the plain
text of §22(b)(1)—in particular, Congress’ use of the word
“unavoidable,” as well as the phrases “properly prepared”
and “accompanied by proper directions and warnings,” 
which were taken nearly verbatim from comment k. 42 
U. S. C. §300aa–22(b)(1); see Restatement 353–354 (“Such
a[n unavoidably unsafe] product, properly prepared, and 
accompanied by proper directions and warning, is not 
defective”). By the time of the Vaccine Act’s enactment in 
1986, numerous state and federal courts had interpreted 
comment k to mean that a product is “unavoidably unsafe”
when, given proper manufacture and labeling, no feasible 
alternative design would reduce the safety risks without
compromising the product’s cost and utility.5  Given Con-
—————— 


5 See, e.g., Smith ex rel. Smith v. Wyeth Labs., Inc., No. Civ. A 84– 
2002, 1986 WL 720792, *5 (SD W. Va., Aug. 21, 1986) (“[A] prescription
drug is not ‘unavoidably unsafe’ when its dangers can be eliminated
through design changes that do not unduly affect its cost or utility”); 
Kearl v. Lederle Labs., 172 Cal. App. 3d 812, 830, 218 Cal. Rptr. 453,
464 (1985) (“unavoidability” turns on “(i) whether the product was
designed to minimize—to the extent scientifically knowable at the time
it was distributed—the risk inherent in the product, and (ii) the avail-
ability . . . of any alternative product that would have as effectively 
accomplished the full intended purpose of the subject product”), disap-
proved in part by Brown v. Superior Ct., 44 Cal. 3d 1049, 751 P. 2d 470 
(1988); Belle Bonfils Memorial Blood Bank v. Hansen, 665 P. 2d 118, 
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gress’ expressed intent to codify the “principle in Comment 
K,” 1986 Report 26, the term “unavoidable” in §22(b)(1) is
best understood as a term of art, which incorporates the
commonly understood meaning of “unavoidably unsafe” 
products under comment k at the time of the Act’s enact-
ment in 1986. See McDermott Int’l, Inc. v. Wilander, 498 
U. S. 337, 342 (1991) (“[W]e assume that when a statute
uses . . . a term [of art], Congress intended it to have its
established meaning”); Morissette v. United States, 342 
U. S. 246, 263 (1952) (same).6  Similarly, courts applying 


—————— 
122 (Colo. 1983) (“[A]pplicability of comment k . . . depends upon the co-
existence of several factors,” including that “the product’s benefits must
not be achievable in another manner; and the risk must be unavoidable 
under the present state of knowledge”); see also 1 L. Frumer & M. 
Friedman, Products Liability §§8.07[1]–[2], pp. 8–277 to 8–278 (2010)
(comment k applies “only to defects in design,” and there “must be no 
feasible alternative design which on balance accomplishes the subject
product’s purpose with a lesser risk” (internal quotation marks omit-
ted)). To be sure, a number of courts at the time of the Vaccine Act’s 
enactment had interpreted comment k to preclude design defect claims 
categorically for certain kinds of products, see Hill v. Searle Labs., 884 
F. 2d 1064, 1068 (CA8 1989) (collecting cases), but as indicated by the 
sources cited above, the courts that had construed comment k to apply
on a case-specific basis generally agreed on the basic elements of what 
constituted an “unavoidably unsafe” product.  See also n. 8, infra. The 
majority’s suggestion that “judges who must rule on motions to dismiss,
motions for summary judgment, and motions for judgment as a matter
of law” are incapable of adjudicating claims alleging “unavoidable” side
effects, ante, at 7–8, n. 35, is thus belied by the experience of the many
courts that had adjudicated such claims for years by the time of the 
Vaccine Act’s enactment. 


6 The majority refuses to recognize that “unavoidable” is a term of art
derived from comment k, suggesting that “ ‘[u]navoidable’ is hardly a 
rarely used word.” Ante, at 10. In fact, however, “unavoidable” is an 
extremely rare word in the relevant context.  It appears exactly once 
(i.e., in §300aa–22(b)(1)) in the entirety of Title 42 of the U. S. Code
(“Public Health and Welfare”), which governs, inter alia, Social Secu-
rity, see 42 U. S. C. §301 et seq., Medicare, see §1395 et seq., and several 
other of the Federal Government’s largest entitlement programs.  The 
singular rarity in which Congress used the term supports the conclu-
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comment k had long required manufacturers invoking
the defense to demonstrate that their products were not 
only “unavoidably unsafe” but also properly manufactured 
and labeled.7  By requiring “prope[r] prepar[ation]” and
“proper directions and warnings” in §22(b)(1), Congress
plainly intended to incorporate these additional comment 
k requirements.


The 1986 Report thus confirms petitioners’ interpreta-
tion of §22(b)(1). The Report makes clear that “side effects
that were unavoidable” in §22(b)(1) refers to side effects 
stemming from a vaccine’s design that were “unavoidable.” 
By explaining what Congress meant by the term “un-
avoidable,” moreover, the Report also confirms that
whether a side effect is “unavoidable” for purposes of 
§22(b)(1) involves a specific inquiry in each case as to 
whether the vaccine “in the present state of human skill 
and knowledge cannot be made safe,” 1986 Report 26—i.e., 
whether a feasible alternative design existed that would
have eliminated the adverse side effects of the vaccine 
without compromising its cost and utility.  See Brief for 
Kenneth W. Starr et al. as Amici Curiae 14–15 (“If a par-
ticular plaintiff could show that her injury at issue was
avoidable . . . through the use of a feasible alternative
design for a specific vaccine, then she would satisfy the 
plain language of the statute, because she would have
demonstrated that the side effects were not unavoidable”).
Finally, the Report confirms that the “even though” clause 
is properly read to establish two additional prerequisites—
proper manufacturing and proper labeling—to qualify for 
—————— 
sion that “unavoidable” is a term of art. 


7 See, e.g., Brochu v. Ortho Pharmaceutical Corp., 642 F. 2d 652, 657 
(CA1 1981); Needham v. White Labs., Inc., 639 F. 2d 394, 402 (CA7 
1981); Reyes v. Wyeth Labs., 498 F. 2d 1264, 1274–1275 (CA5 1974); 
Davis v. Wyeth Labs., 399 F. 2d 121, 127–129 (CA9 1968); Feldman v. 
Lederle Labs., 97 N. J. 429, 448, 479 A. 2d 374, 384 (1984); see also 
Toner v. Lederle Labs., 112 Idaho 328, 336, 732 P. 2d 297, 305 (1987). 
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§22(b)(1)’s liability exemption.8 


In addition to the 1986 Report, one other piece of the
Act’s legislative history provides further confirmation of 
the petitioners’ textual reading of §22(b)(1).  When Con-
gress enacted the Vaccine Act in 1986, it did not initially 
include a source of payment for the no-fault compensation
program the Act established. The Act thus “made the 
compensation program and accompanying tort reforms
contingent on the enactment of a tax to provide funding 
—————— 


8 Respondent suggests an alternative reading of the 1986 Report.
According to respondent, “the principle in Comment K” is simply that of 
nonliability for “unavoidably unsafe” products, and thus Congress’ 
stated intent in the 1986 Report to apply the “principle in Comment K”
to “the vaccines covered in the bill” means that Congress viewed the 
covered vaccines as a class to be “ ‘unavoidably unsafe.’ ”  1986 Report 
25–26; Brief for Respondent 42.  The concurrence makes a similar 
argument.  Ante, at 1–2 (opinion of BREYER, J.).  This interpretation 
finds some support in the 1986 Report, which states that “if [injured
individuals] cannot demonstrate under applicable law either that a 
vaccine was improperly prepared or that it was accompanied by im-
proper directions or inadequate warnings [they] should pursue recom-
pense in the compensation system, not the tort system.”  1986 Report 
26. It also finds some support in the pre-Vaccine Act case law, which 
reflected considerable disagreement in the courts over “whether com-
ment k applies to pharmaceutical products across the board or only on
a case-by-case basis.”  Ausness, Unavoidably Unsafe Products and
Strict Products Liability: What Liability Rule Should be Applied to the 
Sellers of Pharmaceutical Products? 78 Ky. L. J. 705, 708, and n. 11 
(1989–1990) (collecting cases).  This interpretation, however, is under-
mined by the fact that Congress has never directed the Food and Drug
Administration (FDA) or any other federal agency to review vaccines 
for optimal vaccine design, see infra, at 20–22, and n. 19, and thus it 
seems highly unlikely that Congress intended to eliminate the tradi-
tional mechanism for such review (i.e., design defect liability), particu-
larly given its express retention of state tort law in the Vaccine Act, see 
42 U. S. C. §300aa–22(a).  In any event, to the extent there is ambiguity 
as to how precisely Congress intended the “principle in Comment K” to 
apply to the covered vaccines, that ambiguity is explicitly resolved in
petitioners’ favor by the 1987 House Energy and Commerce Committee
Report, H. R. Rep. No. 100–391, pt. 1, pp. 690–691 (hereinafter 1987
Report). See infra this page and 11–12. 
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for the compensation.”  1987 Report 690.  In 1987, Con-
gress passed legislation to fund the compensation pro-
gram. The House Energy and Commerce Committee 
Report9 accompanying that legislation specifically stated 
that “the codification of Comment (k) of The Restatement 
(Second) of Torts was not intended to decide as a matter of 
law the circumstances in which a vaccine should be 
deemed unavoidably unsafe.”  Id., at 691.  The Committee 
noted that “[a]n amendment to establish . . . that a manu-
facturer’s failure to develop [a] safer vaccine was not 
grounds for liability was rejected by the Committee during 
its original consideration of the Act.” Ibid.  In light of that
rejection, the Committee emphasized that “there should be
no misunderstanding that the Act undertook to decide as a
matter of law whether vaccines were unavoidably unsafe 
or not,” and that “[t]his question is left to the courts to 
determine in accordance with applicable law.”  Ibid. 


To be sure, postenactment legislative history created by
a subsequent Congress is ordinarily a hazardous basis
from which to infer the intent of the enacting Congress. 
See Sullivan v. Finkelstein, 496 U. S. 617, 631–632 (1990) 
(SCALIA, J., concurring in part).  But unlike ordinary
postenactment legislative history, which is justifiably
given little or no weight, the 1987 Report reflects the 
intent of the Congress that enacted the funding legislation 
necessary to give operative effect to the principal provi-
sions of the Vaccine Act, including §22(b)(1).10 Congress in 
—————— 


9 The Third Circuit’s opinion below expressed uncertainty as to 
whether the 1987 Report was authored by the House Budget Commit-
tee or the House Energy and Commerce Committee.  See 561 F. 3d 233, 
250 (2009).  As petitioners explain, although the Budget Committee
compiled and issued the Report, the Energy and Commerce Committee
wrote and approved the relevant language. Title IV of the Report,
entitled “Committee on Energy and Commerce,” comprises “two Com-
mittee Prints approved by the Committee on Energy and Commerce for
inclusion in the forthcoming reconciliation bill.”  1987 Report 377, 380. 


10 The majority suggests that the 1987 legislation creating the fund-
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1987 had a number of options before it, including adopting
an entirely different compensation scheme, as the Reagan
administration was proposing;11 establishing different
limitations on tort liability, including eliminating design
defect liability, as pharmaceutical industry leaders were 
advocating;12 or not funding the compensation program at 
all, which would have effectively nullified the relevant 
portions of the Act. Because the tort reforms in the 1986 
Act, including §22(b)(1), had no operative legal effect 
unless and until Congress provided funding for the com-
pensation program, the views of the Congress that enacted 
that funding legislation are a proper and, indeed, authori-
tative guide to the meaning of §22(b)(1).  Those views, as 
reflected in the 1987 Report, provide unequivocal confir-


—————— 
ing mechanism is akin to appropriations legislation and that giving 
weight to the legislative history of such legislation “would set a danger-
ous precedent.” Ante, at 18.  The difference, of course, is that appro-
priations legislation ordinarily funds congressional enactments that
already have operative legal effect; in contrast, operation of the tort 
reforms in the 1986 Act, including §22(b)(1), was expressly conditioned 
on the enactment of a separate tax to fund the compensation program. 
See §323(a), 100 Stat. 3784.  Accordingly, this Court’s general reluc-
tance to view appropriations legislation as modifying substantive 
legislation, see, e.g., TVA v. Hill, 437 U. S. 153, 190 (1978), has no 
bearing here. 


11 See 1987 Report 700 (describing the administration’s alternative 
proposal). 


12 See, e.g., Hearings on Funding of the Childhood Vaccine Program
before the Subcommittee on Select Revenue Measures of the House 
Committee on Ways and Means, 100th Cong., 1st Sess., 85 (1987)
(“[T]he liability provisions of the 1986 Act should be amended to assure
that manufacturers will not be found liable in the tort system if they
have fully complied with applicable government regulations.  In par-
ticular, manufacturers should not face liability under a ‘design defect’ 
theory in cases where plaintiffs challenge the decisions of public health 
authorities and federal regulators that the licensed vaccines are the
best available way to protect children from deadly diseases” (statement
of Robert B. Johnson, President, Lederle Laboratories Division, Ameri-
can Cyanamid Co.)). 
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mation of petitioners’ reading of §22(b)(1). 
In sum, the text, structure, and legislative history of the 


Vaccine Act are fully consistent with petitioners’ reading
of §22(b)(1).  Accordingly, I believe §22(b)(1) exempts 
vaccine manufacturers from tort liability only upon a 
showing by the manufacturer in each case that the vaccine 
was properly manufactured and labeled, and that the side 
effects stemming from the vaccine’s design could not have
been prevented by a feasible alternative design that would 
have eliminated the adverse side effects without compro-
mising the vaccine’s cost and utility. 


II 
In contrast to the interpretation of §22(b)(1) set forth


above, the majority’s interpretation does considerable vio-
lence to the statutory text, misconstrues the legislative
history, and draws the wrong conclusions from the struc-
ture of the Vaccine Act and the broader federal scheme 
regulating vaccines. 


A 
As a textual matter, the majority’s interpretation of


§22(b)(1) is fundamentally flawed in three central re-
spects. First, the majority’s categorical reading rests on a
faulty and untenable premise.  Second, its reading func-
tionally excises 13 words from the statutory text, including
the key term “unavoidable.” And third, the majority en-
tirely ignores the Vaccine Act’s default rule preserving
state tort law. 


To begin, the majority states that “[a] side effect of a 
vaccine could always have been avoidable by use of a
differently designed vaccine not containing the harmful
element.” Ante, at 7. From that premise, the majority
concludes that the statute must mean that “the design of 
the vaccine is a given, not subject to question in the tort 
action,” because construing the statute otherwise would 
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render §22(b)(1) a nullity. Ibid. A tort claimant, accord-
ing to the majority, will always be able to point to a differ-
ently designed vaccine not containing the “harmful ele-
ment,” and if that were sufficient to show that a vaccine’s 
side effects were not “unavoidable,” the statute would pre-
empt nothing.


The starting premise of the majority’s interpretation,
however, is fatally flawed. Although in the most literal
sense, as the majority notes, a side effect can always be 
avoided “by use of a differently designed vaccine not con-
taining the harmful element,” ibid., this interpretation of
“unavoidable” would effectively read the term out of the
statute, and Congress could not have intended that result.
Indeed, §22(b)(1) specifically uses the conditional phrase
“if the injury or death resulted from side effects that were
unavoidable,” which plainly indicates that Congress con-
templated that there would be some instances in which a
vaccine’s side effects are “unavoidable” and other in-
stances in which they are not.  See supra, at 3.  The major-
ity’s premise that a vaccine’s side effects can always be
“avoid[ed] by use of a differently designed vaccine not 
containing the harmful element,” ante, at 7, entirely ig-
nores the fact that removing the “harmful element” will 
often result in a less effective (or entirely ineffective) 
vaccine. A vaccine, by its nature, ordinarily employs a
killed or weakened form of a bacteria or virus to stimulate 
antibody production;13 removing that bacteria or virus 
might remove the “harmful element,” but it would also
necessarily render the vaccine inert. As explained above,
the legislative history of the Vaccine Act and the cases
interpreting comment k make clear that a side effect is 


—————— 
13 See American Academy of Pediatrics, Questions and Answers about 


Vaccine Ingredients (Oct. 2008), http://www.aap.org/immunization/ 
families/faq/Vaccineingredients.pdf (all Internet materials as visited 
Feb. 18, 2011, and available in Clerk of Court’s case file). 



http://www.aap.org/immunization/
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“unavoidable” for purposes of §22(b)(1) only where there is
no feasible alternative design that would eliminate the
side effect of the vaccine without compromising its cost 
and utility. See supra, at 7.  The majority’s premise—that
side effects stemming from a vaccine’s design are always
avoidable—is thus belied by the statutory text and legisla-
tive history of §22(b)(1). And because its starting premise 
is invalid, its conclusion—that the design of a vaccine is
not subject to challenge in a tort action—is also necessar-
ily invalid.


The majority’s reading suffers from an even more fun-
damental defect. If Congress intended to exempt vaccine
manufacturers categorically from all design defect liabil-
ity, it more logically would have provided: “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 vaccine was properly prepared and was accompanied 
by proper directions and warnings.”  There would have 
been no need for Congress to include the additional 13
words “the injury or death resulted from side effects that
were unavoidable even though.” See TRW Inc. v. An-
drews, 534 U. S. 19, 31 (2001) (noting “cardinal principle 
of statutory construction that a statute ought, upon the
whole, to be so construed that, if it can be prevented, no 
clause, sentence, or word shall be superfluous, void, or
insignificant” (internal quotation marks omitted)). 


In Bates v. Dow Agrosciences LLC, 544 U. S. 431 (2005),
this Court considered an analogous situation where an
express pre-emption provision stated that certain States
“ ‘shall not impose or continue in effect any requirements
for labeling or packaging in addition to or different from
those required under this subchapter.’ ” Id., at 436 (quot-
ing 7 U. S. C. §136v(b) (2000 ed.)).  The Bates Court 
stated: 
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“Conspicuously absent from the submissions by [re-
spondent] and the United States is any plausible al-
ternative interpretation of ‘in addition to or different 
from’ that would give that phrase meaning.  Instead, 
they appear to favor reading those words out of the 
statute, which would leave the following: ‘Such State
shall not impose or continue in effect any require-
ments for labeling or packaging.’  This amputated 
version of [the statute] would no doubt have clearly 
and succinctly commanded the pre-emption of all 
state requirements concerning labeling.  That Con-
gress added the remainder of the provision is evidence 
of its intent to draw a distinction between state label-
ing requirements that are pre-empted and those that 
are not.” 544 U. S., at 448–449. 


As with the statutory interpretation rejected by this Court
in Bates, the majority’s interpretation of §22(b)(1) func-
tionally excises 13 words out of the statute, including the
key term “unavoidable.”  See Duncan v. Walker, 533 U. S. 
167, 174 (2001) (“We are especially unwilling” to treat a 
statutory term as surplusage “when the term occupies so 
pivotal a place in the statutory scheme”).  Although the
resulting “amputated version” of the statutory provision 
“would no doubt have clearly and succinctly commanded
the pre-emption of all state” design defect claims, the fact
“[t]hat Congress added the remainder of the provision” is 
strong evidence of its intent not to pre-empt design defect
claims categorically. Bates, 544 U. S., at 449; see also 
American Home Prods. Corp. v. Ferrari, 284 Ga. 384, 393, 
668 S. E. 2d 236, 242 (2008) (“ ‘If Congress had intended to
deprive injured parties of a long available form of compen-
sation, it surely would have expressed that intent more 
clearly’ ” (quoting Bates, 544 U. S., at 449)), cert. pending, 
No. 08–1120. 


Strikingly, the majority concedes that its interpretation 







17 Cite as: 562 U. S. ____ (2011) 


SOTOMAYOR, J., dissenting 


renders 13 words of the statute entirely superfluous.  See 
ante, at 12 (“The intervening passage (‘the injury or death 
resulted from side effects that were unavoidable even 
though’) is unnecessary.  True enough”). Nevertheless, the 
majority contends that “the rule against giving a portion of 
text an interpretation which renders it superfluous . . .
applies only if verbosity and prolixity can be eliminated by 
giving the offending passage, or the remainder of the text,
a competing interpretation.”  Ibid.  According to the major-
ity, petitioners’ reading of §22(b)(1) renders the “even 
though” clause superfluous because, to reach petitioners’ 
desired outcome, “[i]t would suffice to say ‘if the injury or 
death resulted from side effects that were unavoidable’— 
full stop.” Ibid.  As explained above, however, the “even
though” clause establishes two additional prerequisites—
proper manufacturing and proper labeling—to qualify for 
§22(b)(1)’s exemption from liability. Contrary to the ma-
jority’s contention, then, the “even though” clause serves 
an important function by limiting the scope of the pre-
emption afforded by the preceding “if ” clause.14 


The majority’s only other textual argument is based on 
—————— 


14 In this manner, the “even though” clause functions in a “concessive
subordinat[ing]” fashion, ante, at 11, in accord with normal grammati-
cal usage.  According to the majority, however, the “even though” clause 
“clarifies the word that precedes it” by “delineat[ing]” the conditions
that make a side effect “unavoidable” under the statute.  Ante, at 7. 
The majority’s interpretation hardly treats the clause as “concessive,” 
and indeed strains the meaning of “even though.”  In the majority’s 
view, proper manufacturing and labeling are the sole prerequisites that 
render a vaccine’s side effects unavoidable.  Thus, an injurious side 
effect is unavoidable because the vaccine was properly prepared and
labeled, not “even though” it was.  The two conjunctions are not equiva-
lent: The sentence “I am happy even though it is raining” can hardly be 
read to mean that “I am happy because it is raining.”  In any event, the 
more fundamental point is that petitioners’ interpretation actually
gives meaning to the words “even though,” whereas the majority
concedes that its interpretation effectively reads those words entirely 
out of the statute. See supra this page. 
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the expressio unius, exclusio alterius canon. According to
the majority, because blackletter products liability law 
generally recognizes three different types of product de-
fects, “[i]f all three were intended to be preserved, it would 
be strange [for Congress] to mention specifically only 
two”—namely, manufacturing and labeling defects in the
“even though” clause—“and leave the third to implication.” 
Ante, at 8.  The majority’s argument, however, ignores 
that the default rule under the Vaccine Act is that state 
law is preserved. As explained above, §22(a) expressly 
provides that the “[g]eneral rule” is that “State law shall 
apply to a civil action brought for damages for a vaccine-
related injury or death.”  42 U. S. C. §300aa–22(a).  Be-
cause §22(a) already preserves state-law design defect 
claims (to the extent the exemption in §22(b)(1) does not 
apply), there was no need for Congress separately and
expressly to preserve design defect claims in §22(b)(1). 
Indeed, Congress’ principal aim in enacting §22(b)(1) was
not to preserve manufacturing and labeling claims (those, 
too, were already preserved by §22(a)), but rather, to
federalize comment k-type protection for “unavoidably 
unsafe” vaccines. The “even though” clause simply func-
tions to limit the applicability of that defense.  The lack of 
express language in §22(b)(1) specifically preserving de-
sign defect claims thus cannot fairly be understood as
impliedly (and categorically) pre-empting such traditional 
state tort claims, which had already been preserved by
§22(a).15 


—————— 
15 This Court, moreover, has long operated on “the assumption that 


the historic police powers of the States are not to be superseded by the 
Federal Act unless that was the clear and manifest purpose of Con-
gress.”  Altria Group, Inc. v. Good, 555 U. S. ___, ___ (2008) (slip op., at
5) (internal quotation marks and alteration omitted).  Given the long
history of state regulation of vaccines, see Brief for Petitioners 3–6, the
presumption provides an additional reason not to read §22(b)(1) as pre-
empting all design defect claims, especially given Congress’ inclusion of 
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The majority also suggests that if Congress wished to
preserve design defect claims, it could have simply pro-
vided that manufacturers would be liable for “defective 
manufacture, defective directions or warning, and defec-
tive design.” Ante, at 8 (internal quotation marks omit-
ted). Putting aside the fact that §22(a) already preserves 
design defect claims (to the extent §22(b)(1) does not ap-
ply), the majority’s proposed solution would not have fully
effectuated Congress’ intent.  As the legislative history 
makes clear, Congress used the term “unavoidable” to 
effectuate its intent that the “principle in Comment K 
regarding ‘unavoidably unsafe’ products . . . apply to the 
vaccines covered in the bill.”  1986 Report 26; see also 
1987 Report 691. At the time of the Vaccine Act’s enact-
ment in 1986, at least one State had expressly rejected 
comment k,16 while many others had not addressed the
applicability of comment k specifically to vaccines or ap-
plied comment k to civil actions proceeding on a theory 
other than strict liability (e.g., negligence17). A statute 


—————— 
an express saving clause in the same statutory section, see 42 U. S. C.
§300aa–22(a), and its use of the conditional “if” clause in defining the
pre-emptive scope of the provision.  See Bates v. Dow Agrosciences LLC, 
544 U. S. 431, 449 (2005) (“In areas of traditional state regulation, we 
assume that a federal statute has not supplanted state law unless
Congress has made such an intention clear and manifest” (internal 
quotation marks omitted)). 


16 See Collins v. Eli Lilly Co., 116 Wis. 2d 166, 197, 342 N. W. 2d 37, 
52 (1984) (“We conclude that the rule embodied in comment k is too 
restrictive and, therefore, not commensurate with strict products 
liability law in Wisconsin”). Collins did, however, “recognize that in
some exigent circumstances it may be necessary to place a drug on the
market before adequate testing can be done.”  Ibid. It thus adopted a 
narrower defense (based on “exigent circumstances”) than that recog-
nized in other jurisdictions that had expressly adopted comment k. 


17 See, e.g., Kearl, 172 Cal. App. 3d, at 831, n. 15, 218 Cal. Rptr., at 
465, n. 15 (“[T]he unavoidably dangerous product doctrine merely
exempts the product from a strict liability design defect analysis; a 
plaintiff remains free to pursue his design defect theory on the basis of 
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that simply stated that vaccine manufacturers would be 
liable for “defective design” would be silent as to the avail-
ability of a comment k-type defense for “unavoidably 
unsafe” vaccines, and thus would not have fully achieved 
Congress’ aim of extending greater liability protection 
to vaccine manufacturers by providing comment k-type
protection in all civil actions as a matter of federal law. 


B 
The majority’s structural arguments fare no better than


its textual ones. The principal thrust of the majority’s
position is that, since nothing in the Vaccine Act or the
FDA’s regulations governing vaccines expressly mentions 
design defects, Congress must have intended to remove
issues concerning the design of FDA-licensed vaccines 
from the tort system.  Ante, at 13.  The flaw in that rea-
soning, of course, is that the FDA’s silence on design de-
fects existed long before the Vaccine Act was enacted.
Indeed, the majority itself concedes that the “FDA has 
never even spelled out in regulations the criteria it uses to
decide whether a vaccine is safe and effective for its in-
tended use.”18 Ibid.  And yet it is undisputed that prior to
the Act, vaccine manufacturers had long been subject to 
liability under state tort law for defective vaccine design. 
That the Vaccine Act did not itself set forth a comprehen-
sive regulatory scheme with respect to design defects is
thus best understood to mean not that Congress suddenly 
decided to change course sub silentio and pre-empt a 
—————— 
negligence”); Toner, 112 Idaho, at 340, 732 P. 2d, at 309–310 (“The
authorities universally agree that where a product is deemed unavoid-
ably unsafe, the plaintiff is deprived of the advantage of a strict liabil-
ity cause of action, but may proceed under a negligence cause of ac-
tion”). 


18 See 42 U. S. C. §262(a)(2)(C)(i)(I) (“The Secretary shall approve a
biologics license application . . . on the basis of a demonstration that . . . 
the biological product that is the subject of the application is safe, pure, 
and potent”). 
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longstanding, traditional category of state tort law, but 
rather, that Congress intended to leave the status quo
alone (except, of course, with respect to those aspects of
state tort law that the Act expressly altered).  See 1987 
Report 691 (“It is not the Committee’s intention to pre-
clude court actions under applicable law.  The Commit-
tee’s intent at the time of considering the Act . . . was . . .
to leave otherwise applicable law unaffected, except as
expressly altered by the Act”). 


The majority also suggests that Congress necessarily
intended to pre-empt design defect claims since the aim of 
such tort suits is to promote the development of improved
designs and provide compensation for injured individuals, 
and the Vaccine Act “provides other means for achieving 
both effects”—most notably through the no-fault compen-
sation program and the National Vaccine Program. Ante, 
at 14, and nn. 57–60 (citing 42 U. S. C. §§300aa–1, 300aa–
2(a)(1)–(3), 300aa–3, 300aa–25(b), 300aa–27(a)(1)).  But 
the majority’s position elides a significant difference be-
tween state tort law and the federal regulatory scheme.
Although the Vaccine Act charges the Secretary of Health 
and Human Services with the obligation to “promote the 
development of childhood vaccines” and “make or assure
improvements in . . . vaccines, and research on vaccines,” 
§300aa–27(a), neither the Act nor any other provision of 
federal law places a legal duty on vaccine manufacturers 
to improve the design of their vaccines to account for 
scientific and technological advances.  Indeed, the FDA 
does not condition approval of a vaccine on it being the
most optimally designed among reasonably available
alternatives, nor does it (or any other federal entity) en-
sure that licensed vaccines keep pace with technological 
and scientific advances.19  Rather, the function of ensuring 
—————— 


19 See, e.g., Hurley v. Lederle Labs., 863 F. 2d 1173, 1177 (CA5 1988) 
(“[T]he FDA is a passive agency: it considers whether to approve 
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that vaccines are optimally designed in light of existing 
science and technology has traditionally been left to the
States through the imposition of damages for design de-
fects. Cf. Bates, 544 U. S., at 451 (“ ‘[T]he specter of dam-
age actions may provide manufacturers with added dy-
namic incentives to continue to keep abreast of all possible
injuries stemming from use of their product[s] so as to 
forestall such actions through product improvement’ ”); 
Wyeth v. Levine, 555 U. S. ___, ___ (2009) (slip op., at 22– 


—————— 
vaccine designs only if and when manufacturers come forward with a 
proposal”); Jones v. Lederle Labs., 695 F. Supp. 700, 711 (EDNY 1988)
(“[T]he agency takes the drugs and manufacturers as it finds them.
While its goal is to oversee inoculation with the best possible vaccine, it
is limited to reviewing only those drugs submitted by various manufac-
turers, regardless of their flaws”).  Although the FDA has authority 
under existing regulations to revoke a manufacturer’s biologics licenses,
that authority can be exercised only where (as relevant here) “[t]he
licensed product is not safe and effective for all of its intended uses.”  21 
CFR §601.5(b)(1)(vi) (2010); see §600.3(p) (defining “safety” as “relative
freedom from harmful effect to persons affected, directly or indirectly,
by a product when prudently administered, taking into consideration 
the character of the product in relation to the condition of the recipient 
at the time”).  The regulation does not authorize the FDA to revoke a
biologics license for a manufacturer’s failure to adopt an optimal
vaccine design in light of existing science and technology.  See Conk, Is 
There a Design Defect in the Restatement (Third) of Torts: Products 
Liability? 109 Yale L. J. 1087, 1128–1129 (1999–2000) (“The FDA does
not claim to review products for optimal design . . . .  FDA review thus 
asks less of drug . . . manufacturers than the common law of products
liability asks of other kinds of manufacturers”).  At oral argument,
counsel for amicus United States stated that the Centers for Disease 
Control and Prevention (CDC) routinely performs comparative analyses 
of vaccines that are already on the market.  See Tr. of Oral Arg. 44–45; 
id., at 52–53 (describing CDC’s comparison of Sabin and Salk polio 
vaccines).  Neither the United States nor any of the parties, however, 
has represented that CDC examines whether a safer alternative 
vaccine could have been designed given practical and scientific limits,
the central inquiry in a state tort law action for design defect.  CDC 
does not issue biologics licenses, moreover, and thus has no authority to
require a manufacturer to adopt a different vaccine design. 
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23) (noting that the FDA has “traditionally regarded state
law as a complementary form of drug regulation” as
“[s]tate tort suits uncover unknown drug hazards and 
provide incentives for drug manufacturers to disclose 
safety risks promptly”).20  The importance of the States’ 
traditional regulatory role is only underscored by the 
unique features of the vaccine market, in which there are 
“only one or two manufacturers for a majority of the vac-
cines listed on the routine childhood immunization sched-
ule.” Brief for Respondent 55. The normal competitive
forces that spur innovation and improvements to existing 
product lines in other markets thus operate with less force
in the vaccine market, particularly for vaccines that have 
already been released and marketed to the public. Absent 
a clear statutory mandate to the contrary, there is no 
reason to think that Congress intended in the vaccine 
context to eliminate the traditional incentive and deter-
rence functions served by state tort liability in favor of a 
federal regulatory scheme providing only carrots and no 
sticks.21  See Levine, 555 U. S., at ___ (slip op., at 18) (“The 
—————— 


20 Indeed, we observed in Levine that the FDA is perpetually under-
staffed and underfunded, see 555 U. S., at ___, n. 11 (slip op., at 22,
n. 11), and the agency has been criticized in the past for its slow re-
sponse in failing to withdraw or warn about potentially dangerous 
products, see, e.g., L. Leveton, H. Sox, & M. Soto, Institute of Medicine, 
HIV and the Blood Supply: An Analysis of Crisis Decisionmaking 
(1995) (criticizing FDA response to transmission of AIDS through blood 
supply). These practical shortcomings reinforce the conclusion that
“state law offers an additional, and important, layer of consumer 
protection that complements FDA regulation.”  Levine, 555 U. S., at ___ 
(slip op., at 23). 


21 The majority mischaracterizes my position as expressing a general 
“skeptic[ism] of preemption unless the congressional substitute oper-
ate[s] like the tort system.”  Ante, at 16.  Congress could, of course, 
adopt a regulatory regime that operates differently from state tort 
systems, and such a difference is not necessarily a reason to question
Congress’ pre-emptive intent.  In the specific context of the Vaccine Act,
however, the relevant point is that this Court should not lightly assume 
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case for federal pre-emption is particularly weak where
Congress has indicated its awareness of the operation of 
state law in a field of federal interest, and has nonetheless 
decided to stand by both concepts and to tolerate whatever
tension there is between them.” (internal quotation marks 
and alteration omitted)). 


III 
In enacting the Vaccine Act, Congress established a 


carefully wrought federal scheme that balances the com-
peting interests of vaccine-injured persons and vaccine
manufacturers. As the legislative history indicates, the
Act addressed “two overriding concerns”: “(a) the inade-
quacy—from both the perspective of vaccine-injured per-
sons as well as vaccine manufacturers—of the current 
approach to compensating those who have been damaged 
by a vaccine; and (b) the instability and unpredictability of 
the childhood vaccine market.” 1986 Report 7. When 
viewed in the context of the Vaccine Act as a whole, 
§22(b)(1) is just one part of a broader statutory scheme
that balances the need for compensating vaccine-injured
children with added liability protections for vaccine manu-
facturers to ensure a stable childhood vaccine market. 


The principal innovation of the Act was the creation of
the no-fault compensation program—a scheme funded 
entirely through an excise tax on vaccines.22  Through that 
—————— 
that Congress intended sub silentio to displace a longstanding species 
of state tort liability where, as here, Congress specifically included an
express saving clause preserving state law, there is a long history of
state-law regulation of vaccine design, and pre-emption of state law
would leave an important regulatory function—i.e., ensuring optimal
vaccine design—entirely unaddressed by the congressional substitute. 


22 The majority’s suggestion that “vaccine manufacturers fund from 
their sales” the compensation program is misleading.  Ante, at 15. 
Although the manufacturers nominally pay the tax, the amount of the 
tax is specifically included in the vaccine price charged to purchasers. 
See CDC Vaccine Price List (Feb. 15, 2011), http://www.cdc.gov/ 



http://www.cdc.gov/
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program, Congress relieved vaccine manufacturers of the
burden of compensating victims of vaccine-related injuries
in the vast majority of cases23—an extremely significant 
economic benefit that “functionally creat[es] a valuable 
insurance policy for vaccine-related injuries.”  Reply Brief
for Petitioners 10. The structure and legislative history,
moreover, point clearly to Congress’ intention to divert
would-be tort claimants into the compensation program,
rather than eliminate a longstanding category of tradi-
tional tort claims. See 1986 Report 13 (“The Committee 
anticipates that the speed of the compensation program, 
the low transaction costs of the system, the no-fault na-
ture of the required findings, and the relative certainty
and generosity of the system’s awards will divert a signifi-
cant number of potential plaintiffs from litigation”).  In-
deed, although complete pre-emption of tort claims would 
have eliminated the principal source of the “unpredictabil-
ity” in the vaccine market, Congress specifically chose not 
to pre-empt state tort claims categorically.  See 42 U. S. C. 
§300aa–22(a) (providing as a “[g]eneral rule” that “State
law shall apply to a civil action brought for damages for a
vaccine-related injury or death”).  That decision reflects 
Congress’ recognition that court actions are essential 


—————— 
vaccines/programs/vfc/cdc-vac-price-list.htm.  Accordingly, the only way 
the vaccine manufacturers can be said to actually “fund” the compensa-
tion program is if the cost of the excise tax has an impact on the num-
ber of vaccines sold by the vaccine manufacturer.  The majority points 
to no evidence that the excise tax—which ordinarily amounts to 75
cents per dose, 26 U. S. C. §4131(b)—has any impact whatsoever on the
demand for vaccines. 


23 See Brief for United States as Amicus Curiae 28 (“Department of
Justice records indicate that 99.8% of successful Compensation Pro-
gram claimants have accepted their awards, foregoing any tort reme-
dies against vaccine manufacturers”); S. Plotkin, W. Orenstein, & P. 
Offit, Vaccines 1673 (5th ed. 2008) (noting that “[v]irtually all . . . 
petitioners, even those who were not awarded compensation” under the
compensation program, choose to accept the program’s determination). 
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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 15.24 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. 
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policy preference, the decision to bar all design defect 
claims against vaccine manufacturers is one that Congress 
must make, not this Court.25  By construing §22(b)(1) to 
—————— 


25 Respondent notes that there are some 5,000 petitions alleging a
causal link between certain vaccines and autism spectrum disorders
that are currently pending in an omnibus proceeding in the Court of 
Federal Claims (Vaccine Court).  Brief for Respondent 56–57.  Accord-
ing to respondent, a ruling that §22(b)(1) does not pre-empt design 
defect claims could unleash a “crushing wave” of tort litigation that 
would bankrupt vaccine manufacturers and deplete vaccine supply. 
Id., at 28. This concern underlies many of the policy arguments in
respondent’s brief and appears to underlie the majority and concurring 
opinions in this case.  In the absence of any empirical data, however,
the prospect of an onslaught of autism-related tort litigation by claim-
ants denied relief by the Vaccine Court seems wholly speculative.  As 
an initial matter, the special masters in the autism cases have thus far
uniformly rejected the alleged causal link between vaccines and autism.
See Brief for American Academy of Pediatrics et al. as Amici Curiae 
20–21, n. 4 (collecting cases).  To be sure, those rulings do not necessar-
ily mean that no such causal link exists, cf. Brief for United States as 
Amicus Curiae 29 (noting that injuries have been added to the Vaccine 
Injury Table for existing vaccines), or that claimants will not ultimately
be able to prove such a link in a state tort action, particularly with the 
added tool of civil discovery.  But these rulings do highlight the sub-
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.  Despite the doomsday predictions of 
respondent and the various amici cited by the concurrence, ante, at 6–7, 
the possibility of a torrent of meritless lawsuits bankrupting manufac-
turers and causing vaccine shortages seems remote at best.  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.  The 
majority’s policy-driven decision to the contrary usurps Congress’ role 
and deprives such vaccine-injured children of a key remedy that Con-
gress intended them to have. 
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pre-empt all design defect claims against vaccine manu-
facturers for covered vaccines, the majority’s decision 
leaves a regulatory vacuum in which no one—neither the 
FDA nor any other federal agency, nor state and federal
juries—ensures that vaccine manufacturers adequately 
take account of scientific and technological advancements. 
This concern is especially acute with respect to vaccines 
that have already been released and marketed to the 
public. Manufacturers, given the lack of robust competi-
tion in the vaccine market, will often have little or no 
incentive to improve the designs of vaccines that are al-
ready generating significant profit margins.  Nothing in
the text, structure, or legislative history remotely suggests
that Congress intended that result. 


I respectfully dissent. 
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    margin-top: .5em;

    text-align: right;

    text-indent: 0em;

}





p.note-body, p.note-body a {

    font-size: 11pt;

    text-indent: 1em;

}



p.note-body-1em{

    font-size: 11pt;

    margin-left: 1em;

    text-indent: 2em;

}



p.note-body-2em{

    font-size: 11pt;

    margin-left: 2em;

    text-indent: 3em;

}



p.note-body-3em{

    font-size: 11pt;

    margin-left: 3em;

    text-indent: 4em;

}



p.note-body-4em{

    font-size: 11pt;

    margin-left: 4em;

    text-indent: 5em;

}



p.note-body-5em{

    font-size: 11pt;

    margin-left: 5em;

    text-indent: 6em;

}





p.note-body-flush0_hang1{

    font-size: 11pt;

    padding-left: 1em;

    text-indent: -1em;

}





p.note-body-flush0_hang4{

    font-size: 11pt;

    padding-left: 4em;

    text-indent: -4em;

}



p.note-body-flush3_hang4{

    font-size: 11pt;

    padding-left: 4em;

    text-indent: -1em;

}





p.note-body-block{

    font-size: 11pt;

    text-indent: 0em;

}





p.futureamend-note-body{

    font-style: italic;

}





p.source-credit{

    margin-top: 5px;

    margin-left: 0em;

    text-indent: 0em;

}



p.presidential-signature{

    text-align: right;

    margin-bottom: 1em;

    font-variant: small-caps;

}



p.chief-justice-signature{

    text-align: right;

    margin-bottom: 1em;

    font-variant: small-caps;

}



p.presidential-signature{

    text-align: right;

    margin-bottom: 1em;

    font-variant: small-caps;

}



p.signature{

    text-align: right;

    margin-bottom: 1em;

}



p.usc-title-ital-spanner{

    text-align: center;

    font-style: italic;

    margin-bottom: 2em;

}



p.usc28aForm-left{

    padding-left: 4em;

}



p.usc28aForm-right{

    text-align: right;

    padding-right: 4em;

}



p.footnote{

    margin: 1em;

    font-style: italic;

}







p span.monospaced{

    font-family: monospace;

}





cap-smallcap{

    font-variant: small-caps;

}





caption{

    margin: .25em;

    text-align: center;

    /*font-weight: bold;*/

    /*font-variant: small-caps;*/

    font-size: 1.05em

}



/********************* TABLES *******************/



table{

    border-style: solid;

    border-color: black;

    border-top-width: 1;

    border-bottom-width:  1;

    border-right: none;

    border-left: none;

    margin: 1em auto 2em;

    width:650px;

}





table th{

    font-weight: normal;

    border-top: 5px;

    border-bottom: 1px solid;

    border-right: none;

    border-left:none;

}



table td{

    padding-right: .5em;

    padding-left: 1.25em;

    text-indent: -1em;

    vertical-align: top;

}



td.tablesubheadingcenter{

    text-align: center;

    padding-top:1em;

}



/*Going to need to reconcile usc style tables with this stuff*/

table.usc td.tablesubheadingleft{

    text-align: left;

    padding-top:1em;

    padding-left:1em;

}





table td.right{

    text-align:right;

    padding-right: 2em;

}



table td.left{

    text-align:left;

    padding-left: 2em;

}





/*

table.uscdispo2col{

 border-style: solid;

 border-color: black;

 border-top-width: 1;

 border-bottom-width: 1;

 border-right: none;

 border-left: none;

 margin-top: 1em;

}

*/





table.uscdispo2col td.right{

    width: 50%;

    text-align: left;

}



table.uscdispo2col td.left{

    width: 50%;

    border-right: 1px solid;

}



table.uscdispo2col td.right{

    width: 50%;

    text-align: left;

}







table.uscdispo3col{

    border-style: solid;

    border-color: black;

    border-top-width: 1;

    border-bottom-width: 1;

    border-right: none;

    border-left: none;

    margin-top: 1em;

}



table.uscdispo3col td.left{

    width: 17%;

}



table.uscdispo3col td.middle{

    width: 66%;

    border-right: 1px solid;

    border-left: 1px solid;

}



table.uscdispo3col td.right{

    width: 17%;

    text-align: right;

}





/*Historical and Revision notes table*/

table.uschistrev{

    margin-bottom: .6em;

}



table.uschistrev p{

    text-indent: -1em;

}





table.uschistrev td.left{

    width: 20%;

}



table.uschistrev td.middle{

    width: 35%;

    border-right: 1px solid;

    border-left: 1px solid;

}



table.uschistrev td.right{

    width: 45%;

    text-align: left;

}







table.uschistrev2col td.left{

    width: 50%;

}





table.uschistrev2col td.right{

    width: 50%;

    text-align: left;

}









/*uscflagdim*/

table.uscflagdimensions{

    margin-bottom: .6em;

}





table.uscflagdimensions td.left{

    width: 70%;

}



table.uscflagdimensions td.middle{

    width: 15%;

    border-right: 1px solid;

    border-left: 1px solid;

    text-align: right;

}



table.uscflagdimensions td.right{

    width: 15%;

    text-align: right;

}







/*uscflagimagetable*/

table.uscflagimagetable{

    margin-bottom: .6em;

}



table.uscflagimagetable th{

    border-left: 1px solid;

}



table.uscflagimagetable th#row0col0{

    border-left: none;

}





table.uscflagimagetable td.left{

    width: 10%;

}



table.uscflagimagetable td.middle{

    width: 10%;

    /*border-right: 1px solid;*/

    border-left: 1px solid;

    text-align: right;

}



/*All tables should be done this way and not two borders on the middle col*/

table.uscflagimagetable td.right{

    width: 10%;

    text-align: right;

    border-left: 1px solid;



}









/*5:5305, 50a analysis*/

table.usc2colnohead{

    margin-bottom: .5em;

}





table.usc2colnohead td.right{

    padding-right: 2em;

    text-align: right;

}



table.usc2colnohead td.left{

    padding-right: .5em;

    padding-left: 1.25em;

    width: 65%;

    vertical-align: top;

}



/*5:5305*/

table.usc2colnoheadleftjustify th{

    text-align: left;

}



table.usc2colnoheadleftjustify td.right{

    padding-right: .5em;

    padding-left: 2.5em;

    text-indent: -1em;

    text-align: left;

    vertical-align: top;



}





table.usc2colnoheadleftjustify td.left2em{

    padding-right: 3.5em;

    padding-left: 2.25em;

    /*text-indent: -1em;*/

    vertical-align: top;

}









table.usc2colnohead-text{

    margin-bottom: .5em;

    border: none;

}



table.usc2colnohead-text th{

    border: none;

}





table.usc2colnohead-text td.right{

    padding-right: .5em;

    padding-left: 1.25em;

    /*text-indent: -1em;*/

    /*width: 80px;*/

    text-align: left;

    vertical-align: top;

}



table.usc2colnohead-text td.left{

    padding-right: .5em;

    padding-left: 1.25em;

    /*text-indent: -1em;*/

    width: 147px;

    vertical-align: top;

}





/*

Pay tables

*/

table.uscpayschedule{

    margin-bottom: .5em;

}



table.uscpayschedule th{

    vertical-align: top;

    font-size: 9pt;

    text-align: center;

}





table.uscpayschedule td{

    vertical-align: top;

    font-size: 9pt;

    text-align: right;

}





table.uscpayschedule td.left2em{

    vertical-align: top;

    font-size: 9pt;

    text-align: right;

    padding-left: 1em;

}



table.uscpayschedule td.left{

    text-align: left;

    vertical-align: top;

}





table.uscpayschedule td.left2em{

    text-align: left;

    vertical-align: top;

    text-indent: 1em;

}









table.usc td{

    border-style: hidden;

    padding: 1px;

    padding-left: 5px;

    padding-right: 5px;

}







table.usc th.col2{

    /* border-bottom: 1px solid;*/

}





table.usc td.col1{

    width: 17%;

}





table.usc td.I01{

    width: 17%;

}





table.usc td.I22{

    width: 17%;

}







table.usc td.colmiddle{

    width: 66%;

    /*border-style: line;*/

    /*border-top: 1px solid;*/

    border-right: 1px solid;

    border-left: 1px solid;

    /*border-bottom: 1px dashed;*/

}





table.usc td.colright{

    width: 17%;

    text-align: right;



}



/*Added for 25:677h */

table.usc td.left{

    padding-left:1em;

}



table.usc td.middle{

    text-align:right;

    padding-right:1em;

}



table.usc td.right{

    text-align:right;

    padding-right:1em;

}



table.usc td.left2em{

    padding-left:3em;

}



table.usc td.left4em{

    padding-left:5em;

}



/********* USC 45 ********/

table.title45section261to273dispo td{

    width:217px;

}





table.title45section261to273dispo td.middle{

    border-right: 1px solid;

    border-left: 1px solid;

}



table.title45section261to273dispo td.right{

    text-align:left;

}





/********* USC 48 ********/

table.title46section2101dispo td.right{

    text-align:left;

    width: 50%;

}



/********* USC 48 ********/

table.title48Ch2{

    width: 600px;

}





table.title48Ch2 td{

    text-align: center;

}



table.title48Ch2 td.left{

    width: 25%;

}



table.title48Ch2 td.middle{

    width: 40%;

}



table.title48Ch2 td.right{

    width: 20%;

}





table.title48section1421f td.left{

    width: 15%;

    text-align:right;

    border-right-style: solid;

    border-right-width:thin;

}



table.title48section1421f td.middle{

    width: 15%;

    text-align: right;

}



table.title48section1421f td.right{

    width: 60%;

    text-align: left;

    border-left-style: solid;

    border-left-width:thin;

}









table.title48Section1921 td{

    /*width: 20%;*/

    text-align: center;

}



table.title48Section1921 td.middle{

    width: 20%;

}



/********* USC 50 ********/

table.title50section401execordertoc td.right{

    width: 60%;

    text-align:left;

}



table.title50section435 td.left{

    width: 15%;

}



table.title50section435 td.middle{

    width: 60%;

}



td p{

    text-indent: -1em;

    text-align:left;

}





br.Q04{



}



br.Q08{

    padding-bottom:1em;

}






$version100000$objects$null__nsurlrequest_proto_prop_obj_622__nsurlrequest_proto_prop_obj_323$27__nsurlrequest_proto_prop_obj_025$39__nsurlrequest_proto_prop_obj_427$class28__nsurlrequest_proto_prop_obj_129$4false$08__nsurlrequest_proto_prop_obj_532__nsurlrequest_proto_prop_obj_233$11NS.base32$class39NS.relative40http://uscode.house.gov/javax.faces.resource/usc.css.xhtml?ln=css$classnameNSURL$classesNSURLNSObject5.73071820183496E80200NS.keys55565758596061626364NS.objects66226869707172737475$class76ServerContent-TypeX-Powered-ByLast-ModifiedEtag__hhaa__DateX-Frame-OptionsExpiresTransfer-EncodingApache-Coyote/1.1text/cssJSF/2.0Wed, 02 Jan 2013 15:43:04 GMTW/"21025-1357141384758"



Thu, 28 Feb 2019 18:11:08 GMTSAMEORIGINThu, 28 Feb 2019 18:21:14 GMTIdentity$classnameNSMutableDictionary$classesNSMutableDictionaryNSDictionaryNSObject$classnameNSHTTPURLResponse$classesNSHTTPURLResponseNSURLResponseNSObject$archiverNSKeyedArchiver$topWebResourceResponse109

WebResourceURLhttp://uscode.house.gov/javax.faces.resource/browserPreferences.js.xhtml?ln=// Return browser position X,Y, size width, height.

function getWindowSize() {

  var myWidth = 0, myHeight = 0;

  if (typeof (window.innerWidth) == 'number') {

    //Non-IE

    myWidth = window.innerWidth;

    myHeight = window.innerHeight;

  } else if (document.documentElement) {

    if (document.documentElement.clientWidth || document.documentElement.clientHeight) {

      //IE 6+ in 'standards compliant mode'

      myWidth = document.documentElement.clientWidth;

      myHeight = document.documentElement.clientHeight;

    }

  } else if (document.body) {

    if (document.body.clientWidth || document.body.clientHeight) {

      //IE 4 compatible

      myWidth = document.body.clientWidth;

      myHeight = document.body.clientHeight;

    }

  }

  var winX = (document.all)?window.screenLeft:window.screenX;

  var winY = (document.all)?window.screenTop:window.screenY;

  return [winY, winX, myWidth, myHeight];

}



// Set preferences with the defaults. 

function setDefaults() {

  document.getElementById("formBrowserPrefs:itemsPerPageSel").options[3].selected=true;

  document.getElementById("formBrowserPrefs:displayTypeSel").options[0].selected=true;

  document.getElementById("formBrowserPrefs:searchResultCompSel").options[0].selected=true;

  document.getElementById("formBrowserPrefs:chkBrowserSizePos").checked=true;

  

  // Set window's size/position default values

  document.getElementById("winTop").value=0;

  document.getElementById("left").value=0;

  document.getElementById("width").value=0;

  document.getElementById("height").value=0;

  

  return true;

}



function isChromeXP() {

    var ver = getInternetExplorerVersion();

    var os = navigator.appVersion;

    return ( os.indexOf("NT 5.1")!=-1 && os.indexOf("Chrome")!=-1 );    // If it's Crome on XP

}



function isIE8XP() {

    var ver = getInternetExplorerVersion();

    var os = navigator.appVersion;

    return ( os.indexOf("NT 5.1")!=-1 && ver ==8 ); // If it's IE 8 on XP

}



//Returns the version of Internet Explorer or a -1

//(indicating the use of another browser).

function getInternetExplorerVersion() {

    var rv = -1; // Return value assumes failure.

    if (navigator.appName == 'Microsoft Internet Explorer') {

         var ua = navigator.userAgent;

         var re  = new RegExp("MSIE ([0-9]{1,}[\.0-9]{0,})");

         if (re.exec(ua) != null)

           rv = parseFloat( RegExp.$1 );

    }

    return rv;

}



/************************ Standard References Logic. *************************/

var stdRef=null;  // Get a reference to the last ajax call to get std reference url.



// Open a PublicLaw at gpo based on congress/number found in an uscode standard reference.

function openPLaw(congress, number) {

    getPublicLaw(congress, number, "law");

    stdRef=setTimeout("validateURL()",500);

}



// Get the url of the current public law or statute given: congress-number or volume-page. 

function getPublicLaw(first, second, type) {

  var form = getSrcForm();

  form.first.value = first;

  form.second.value = second;

  form.type.value = type;

  form.url.value = "";

  form.stdRefBtn.click();

  return false;

}



//Verify if the url of the plaw was loaded.

function validateURL() {

    var value = getURLVal();

    if (value==null || value.length==0) {

        stdRef=setTimeout("validateURL()",500);

    } else {

        clearTimeout(stdRef);

        if (value=="DocNotFound") {

            alert("Document not found!");

        } else {

            width=1024;

            height=768;

            if (window.screen) {

                width = window.screen.availWidth;

                height = window.screen.availHeight;

            }

            var props = 'top=0,left=0,width='+width+',height='+height+',resizable=1';

            if (isIE8XP()) {

                var popup = window.open("","",props);

                popup.location.href=value;

                popup.focus();

            } else if (isChromeXP())

                window.open(value,"pdf download",props);

            else

                window.open(value,"",props);

        }

    }

}



function getSrcForm() {

  var srcForm=document.getElementById("formStdRef");

    if (srcForm == null) {

      srcForm=opener.document.getElementById("formStdRef");

      if (srcForm == null) {

        srcForm=opener.parent.document.getElementById("formStdRef")

        if (srcForm == null) {

          srcForm=opener.opener.document.getElementById("formStdRef")

          if (srcForm == null) {

            srcForm=opener.opener.parent.document.getElementById("formStdRef")

          }

        }

      }

    }



    return srcForm;

}



function getURLVal() {

  var srcForm=getSrcForm();

  if (srcForm == null) {

    return null;

  }

  return srcForm.url.value;

}
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WebResourceURLhttp://uscode.house.gov/javax.faces.resource/keyboardnavigation.js.xhtml?ln=

function getCode(event) {

    var code = null;

    if (event.which == undefined) {

        code = event.keyCode;

    }

    else if (event.which != 0 && event.charCode != 0) {

        code = event.which;

    }



    if (code >= 97 && code <= 122 && event.shiftKey == true) { //caps lock is on

        code = code - 97 + 65;

    }

    else if (code <= 90 && code >= 65 && event.shiftKey == false) {

        code = code - 65 + 97;

    }



    if (code != null) {

        return String.fromCharCode(code);

    }

    else {

        return null;

    }

}



function bindCode(event, code, id) {

    if (getCode(event) == code) {

        document.getElementById(id).click();

    }

}



function bindLink(event, code, id) {

    if (getCode(event) == code) {

        document.getElementById(id).onclick();

    }

}






$version100000$objects$null__nsurlrequest_proto_prop_obj_622__nsurlrequest_proto_prop_obj_323$27__nsurlrequest_proto_prop_obj_025$39__nsurlrequest_proto_prop_obj_427$class28__nsurlrequest_proto_prop_obj_129$4false$08__nsurlrequest_proto_prop_obj_532__nsurlrequest_proto_prop_obj_233$11NS.base32$class39NS.relative40http://uscode.house.gov/javax.faces.resource/keyboardnavigation.js.xhtml?ln=scripts$classnameNSURL$classesNSURLNSObject5.73071820183829E80200NS.keys55565758596061626364NS.objects66676869707172737475$class76ServerContent-TypeX-Powered-ByLast-Modified__hhaa__DateX-Frame-OptionsContent-LengthExpiresEtagApache-Coyote/1.1application/javascriptJSF/2.0Mon, 10 Nov 2014 22:30:54 GMT



Thu, 28 Feb 2019 18:11:09 GMTSAMEORIGIN835Thu, 28 Feb 2019 18:21:14 GMTW/"835-1415658654238"$classnameNSMutableDictionary$classesNSMutableDictionaryNSDictionaryNSObjectapplication/javascript$classnameNSHTTPURLResponse$classesNSHTTPURLResponseNSURLResponseNSObject$archiverNSKeyedArchiver$topWebResourceResponse110

WebResourceURLhttp://uscode.house.gov/javax.faces.resource/jsf.js.xhtml?ln=javax.(typeof OpenAjax!=="undefined"&&typeof OpenAjax.hub.registerLibrary!=="undefined"){OpenAjax.hub.registerLibrary("jsf","www.sun.com","2.0",null)}if(!((jsf&&jsf.specversion&&jsf.specversion>20000)&&(jsf.implversion&&jsf.implversion>2))){var jsf={};jsf.ajax=function(){var eventListeners=[];var errorListeners=[];var isIE=function isIE(){if(typeof isIECache!=="undefined"){return isIECache}isIECache=document.all&&window.ActiveXObject&&navigator.userAgent.toLowerCase().indexOf("msie")>-1&&navigator.userAgent.toLowerCase().indexOf("opera")==-1;return isIECache};var isIECache;var isAutoExecCache;var isAutoExec=function isAutoExec(){try{if(typeof isAutoExecCache!=="undefined"){return isAutoExecCache}var autoExecTestString="<script>var mojarra = mojarra || {};mojarra.autoExecTest = true;<\/script>";var tempElement=document.createElement("span");tempElement.innerHTML=autoExecTestString;var body=document.getElementsByTagName("body")[0];var tempNode=body.appendChild(tempElement);if(mojarra&&mojarra.autoExecTest){isAutoExecCache=true;delete mojarra.autoExecTest}else{isAutoExecCache=false}deleteNode(tempNode);return isAutoExecCache}catch(ex){if(typeof isAutoExecCache==="undefined"){isAutoExecCache=false}return isAutoExecCache}};var getTransport=function getTransport(){var methods=[function(){return new XMLHttpRequest()},function(){return new ActiveXObject("Msxml2.XMLHTTP")},function(){return new ActiveXObject("Microsoft.XMLHTTP")}];var returnVal;for(var i=0,len=methods.length;i<len;i++){try{returnVal=methods[i]()}catch(e){continue}return returnVal}throw new Error("Could not create an XHR object.")};var $=function $(){var results=[],element;for(var i=0;i<arguments.length;i++){element=arguments[i];if(typeof element=="string"){element=document.getElementById(element)}results.push(element)}return results.length>1?results:results[0]};var getForm=function getForm(element){if(element){var form=$(element);while(form){if(form.nodeName&&(form.nodeName.toLowerCase()=="form")){return form}if(form.form){return form.form}if(form.parentNode){form=form.parentNode}else{form=null}}return document.forms[0]}return null};var isInArray=function isInArray(array,value){for(var i=0;i<array.length;i++){if(array[i]===value){return true}}return false};var globalEval=function globalEval(src){if(window.execScript){window.execScript(src);return}var fn=function(){window.eval.call(window,src)};fn()};var stripScripts=function stripScripts(str){var findscripts=/<script[^>]*>([\S\s]*?)<\/script>/igm;var findscript=/<script([^>]*)>([\S\s]*?)<\/script>/im;var stripStart=/^\s*(<!--)*\s*(\/\/)*\s*(\/\*)*\s*(<!\[CDATA\[)*/;var findsrc=/src="([\S]*?)"/im;var initialnodes=[];var scripts=[];initialnodes=str.match(findscripts);while(!!initialnodes&&initialnodes.length>0){var scriptStr=[];scriptStr=initialnodes.shift().match(findscript);var src=[];src=scriptStr[1].match(findsrc);var script;if(!!src&&src[1]){var url=src[1];if(/\/javax.faces.resource\/jsf.js\?ln=javax\.faces/.test(url)){script=false}else{script=loadScript(url)}}else{if(!!scriptStr&&scriptStr[2]){script=scriptStr[2].replace(stripStart,"")}else{script=false}}if(!!script){scripts.push(script)}}return scripts};var loadScript=function loadScript(url){var xhr=getTransport();if(xhr===null){return""}xhr.open("GET",url,false);xhr.setRequestHeader("Content-Type","application/x-javascript");xhr.send(null);if(xhr.readyState==4&&xhr.status==200){return xhr.responseText}return""};var runScripts=function runScripts(scripts){if(!scripts||scripts.length===0){return}var head=document.getElementsByTagName("head")[0]||document.documentElement;while(scripts.length){var scriptNode=document.createElement("script");scriptNode.type="text/javascript";scriptNode.text=scripts.shift();head.appendChild(scriptNode);head.removeChild(scriptNode)}};var elementReplaceStr=function elementReplaceStr(element,tempTagName,src){var parent=element.parentNode;var temp=document.createElement(tempTagName);if(element.id){temp.id=element.id}if(element.nodeName.toLowerCase()==="head"){throw new Error("Attempted to replace a head element - this is not allowed.")}else{var scripts=[];if(isAutoExec()){temp.innerHTML=src}else{scripts=stripScripts(src);src=src.replace(/<script[^>]*>([\S\s]*?)<\/script>/igm,"");temp.innerHTML=src}}replaceNode(temp,element);runScripts(scripts)};var getText=function getText(oNode,deep){var Node={ELEMENT_NODE:1,ATTRIBUTE_NODE:2,TEXT_NODE:3,CDATA_SECTION_NODE:4,ENTITY_REFERENCE_NODE:5,ENTITY_NODE:6,PROCESSING_INSTRUCTION_NODE:7,COMMENT_NODE:8,DOCUMENT_NODE:9,DOCUMENT_TYPE_NODE:10,DOCUMENT_FRAGMENT_NODE:11,NOTATION_NODE:12};var s="";var nodes=oNode.childNodes;for(var i=0;i<nodes.length;i++){var node=nodes[i];var nodeType=node.nodeType;if(nodeType==Node.TEXT_NODE||nodeType==Node.CDATA_SECTION_NODE){s+=node.data}else{if(deep===true&&(nodeType==Node.ELEMENT_NODE||nodeType==Node.DOCUMENT_NODE||nodeType==Node.DOCUMENT_FRAGMENT_NODE)){s+=getText(node,true)}}}return s};var PARSED_OK="Document contains no parsing errors";var PARSED_EMPTY="Document is empty";var PARSED_UNKNOWN_ERROR="Not well-formed or other error";var getParseErrorText;if(isIE()){getParseErrorText=function(oDoc){var parseErrorText=PARSED_OK;if(oDoc&&oDoc.parseError&&oDoc.parseError.errorCode&&oDoc.parseError.errorCode!==0){parseErrorText="XML Parsing Error: "+oDoc.parseError.reason+"\nLocation: "+oDoc.parseError.url+"\nLine Number "+oDoc.parseError.line+", Column "+oDoc.parseError.linepos+":\n"+oDoc.parseError.srcText+"\n";for(var i=0;i<oDoc.parseError.linepos;i++){parseErrorText+="-"}parseErrorText+="^\n"}else{if(oDoc.documentElement===null){parseErrorText=PARSED_EMPTY}}return parseErrorText}}else{getParseErrorText=function(oDoc){var parseErrorText=PARSED_OK;if((!oDoc)||(!oDoc.documentElement)){parseErrorText=PARSED_EMPTY}else{if(oDoc.documentElement.tagName=="parsererror"){parseErrorText=oDoc.documentElement.firstChild.data;parseErrorText+="\n"+oDoc.documentElement.firstChild.nextSibling.firstChild.data}else{if(oDoc.getElementsByTagName("parsererror").length>0){var parsererror=oDoc.getElementsByTagName("parsererror")[0];parseErrorText=getText(parsererror,true)+"\n"}else{if(oDoc.parseError&&oDoc.parseError.errorCode!==0){parseErrorText=PARSED_UNKNOWN_ERROR}}}}return parseErrorText}}if((typeof(document.importNode)=="undefined")&&isIE()){try{document.importNode=function(oNode,bChildren){var tmp;if(oNode.nodeName=="#text"){return document.createTextNode(oNode.data)}else{if(oNode.nodeName=="tbody"||oNode.nodeName=="tr"){tmp=document.createElement("table")}else{if(oNode.nodeName=="td"){tmp=document.createElement("tr")}else{if(oNode.nodeName=="option"){tmp=document.createElement("select")}else{tmp=document.createElement("div")}}}if(bChildren){tmp.innerHTML=oNode.xml?oNode.xml:oNode.outerHTML}else{tmp.innerHTML=oNode.xml?oNode.cloneNode(false).xml:oNode.cloneNode(false).outerHTML}return tmp.getElementsByTagName("*")[0]}}}catch(e){}}var Node={ELEMENT_NODE:1,ATTRIBUTE_NODE:2,TEXT_NODE:3,CDATA_SECTION_NODE:4,ENTITY_REFERENCE_NODE:5,ENTITY_NODE:6,PROCESSING_INSTRUCTION_NODE:7,COMMENT_NODE:8,DOCUMENT_NODE:9,DOCUMENT_TYPE_NODE:10,DOCUMENT_FRAGMENT_NODE:11,NOTATION_NODE:12};var clearEvents=function clearEvents(node){if(!node){return}if(node.nodeType==Node.TEXT_NODE||node.nodeType==Node.COMMENT_NODE){return}var events=["abort","blur","change","error","focus","load","reset","resize","scroll","select","submit","unload","keydown","keypress","keyup","click","mousedown","mousemove","mouseout","mouseover","mouseup","dblclick"];try{for(var e in events){if(events.hasOwnProperty(e)){node[e]=null}}}catch(ex){}};var deleteNode=function deleteNode(node){if(!node){return}if(!isIE()){if(!node.parentNode){return}node.parentNode.removeChild(node);return}if(node.nodeName.toLowerCase()==="body"){deleteChildren(node);try{node.outerHTML=""}catch(ex){}return}var temp=node.ownerDocument.createElement("div");var parent=node.parentNode;temp.appendChild(parent.removeChild(node));try{temp.outerHTML=""}catch(ex){}};var deleteChildren=function deleteChildren(node){if(!node){return}for(var x=node.childNodes.length-1;x>=0;x--){var childNode=node.childNodes[x];deleteNode(childNode)}};var copyChildNodes=function copyChildNodes(nodeFrom,nodeTo){if((!nodeFrom)||(!nodeTo)){throw"Both source and destination nodes must be provided"}deleteChildren(nodeTo);var nodes=nodeFrom.childNodes;if(nodeFrom.ownerDocument==nodeTo.ownerDocument){while(nodeFrom.firstChild){nodeTo.appendChild(nodeFrom.firstChild)}}else{var ownerDoc=nodeTo.nodeType==Node.DOCUMENT_NODE?nodeTo:nodeTo.ownerDocument;var i;if(typeof(ownerDoc.importNode)!="undefined"){for(i=0;i<nodes.length;i++){nodeTo.appendChild(ownerDoc.importNode(nodes[i],true))}}else{for(i=0;i<nodes.length;i++){nodeTo.appendChild(nodes[i].cloneNode(true))}}}};var replaceNode=function replaceNode(newNode,node){if(isIE()){node.parentNode.insertBefore(newNode,node);deleteNode(node)}else{node.parentNode.replaceChild(newNode,node)}};var cloneAttributes=function cloneAttributes(target,source){var coreElementAttributes=["className","title","lang","xml:lang"];var inputElementAttributes=["name","value","checked","disabled","readOnly","size","maxLength","src","alt","useMap","isMap","tabIndex","accessKey","accept","type"];var listenerNames=["onclick","ondblclick","onmousedown","onmousemove","onmouseout","onmouseover","onmouseup","onkeydown","onkeypress","onkeyup","onhelp","onblur","onfocus","onchange","onload","onunload","onabort","onreset","onselect","onsubmit"];var iIndex,iLength;var attributeName;var newValue,oldValue;for(iIndex=0,iLength=coreElementAttributes.length;iIndex<iLength;iIndex++){attributeName=coreElementAttributes[iIndex];newValue=source[attributeName];oldValue=target[attributeName];if(oldValue!=newValue){target[attributeName]=newValue}}if(target.nodeName.toLowerCase()==="input"){for(iIndex=0,iLength=inputElementAttributes.length;iIndex<iLength;iIndex++){attributeName=inputElementAttributes[iIndex];newValue=source[attributeName];oldValue=target[attributeName];if(oldValue!=newValue){target[attributeName]=newValue}}}var newStyle=source.getAttribute("style");var oldStyle=target.getAttribute("style");if(newStyle!=oldStyle){if(isIE()){target.style.setAttribute("cssText",newStyle,0)}else{target.setAttribute("style",newStyle)}}for(var lIndex=0,lLength=listenerNames.length;lIndex<lLength;lIndex++){var name=listenerNames[lIndex];target[name]=source[name]?source[name]:null;if(source[name]){source[name]=null}}if(!isIE()&&source.dir!=target.dir){target.dir=source.dir?source.dir:null}};var elementReplace=function elementReplace(newElement,origElement){copyChildNodes(newElement,origElement);origElement.innerHTML=origElement.innerHTML;try{cloneAttributes(origElement,newElement)}catch(ex){if(jsf.getProjectStage()=="Development"){throw new Error("Error updating attributes")}}deleteNode(newElement)};var getBodyElement=function getBodyElement(docStr){var doc;var body;if(typeof DOMParser!=="undefined"){doc=(new DOMParser()).parseFromString(docStr,"text/xml")}else{if(typeof ActiveXObject!=="undefined"){doc=new ActiveXObject("MSXML2.DOMDocument");doc.loadXML(docStr)}else{throw new Error("You don't seem to be running a supported browser")}}if(getParseErrorText(doc)!==PARSED_OK){throw new Error(getParseErrorText(doc))}body=doc.getElementsByTagName("body")[0];if(!body){throw new Error("Can't find body tag in returned document.")}return body};var doUpdate=function doUpdate(element,context){var id,content,markup,state;var stateForm;var scripts=[];id=element.getAttribute("id");if(id==="javax.faces.ViewState"){state=element.firstChild;stateForm=document.getElementById(context.formid);if(!stateForm||!stateForm.elements){return}var field=stateForm.elements["javax.faces.ViewState"];if(typeof field=="undefined"){field=document.createElement("input");field.type="hidden";field.name="javax.faces.ViewState";stateForm.appendChild(field)}field.value=state.nodeValue;if(typeof context.render!=="undefined"&&context.render!==null){var temp=context.render.split(" ");for(var i=0;i<temp.length;i++){if(temp.hasOwnProperty(i)){var f=document.forms[temp[i]];if(typeof f!=="undefined"&&f!==null&&f.id!==context.formid){field=f.elements["javax.faces.ViewState"];if(typeof field==="undefined"){field=document.createElement("input");field.type="hidden";field.name="javax.faces.ViewState";f.appendChild(field)}field.value=state.nodeValue}}}}return}markup="";for(var j=0;j<element.childNodes.length;j++){content=element.childNodes[j];markup+=content.nodeValue}var src=markup;if(id==="javax.faces.ViewRoot"||id==="javax.faces.ViewBody"){var bodyStartEx=new RegExp("< *body[^>]*>","gi");var bodyEndEx=new RegExp("< */ *body[^>]*>","gi");var newsrc;var docBody=document.getElementsByTagName("body")[0];var bodyStart=bodyStartEx.exec(src);if(bodyStart!==null){try{scripts=stripScripts(src);newsrc=src.replace(/<script[^>]*>([\S\s]*?)<\/script>/igm,"");elementReplace(getBodyElement(newsrc),docBody);runScripts(scripts)}catch(e){var srcBody,bodyEnd;bodyEnd=bodyEndEx.exec(src);if(bodyEnd!==null){srcBody=src.substring(bodyStartEx.lastIndex,bodyEnd.index)}else{srcBody=src.substring(bodyStartEx.lastIndex)}elementReplaceStr(docBody,"body",srcBody)}}else{elementReplaceStr(docBody,"body",src)}}else{if(id==="javax.faces.ViewHead"){throw new Error("javax.faces.ViewHead not supported - browsers cannot reliably replace the head's contents")}else{var d=$(id);if(!d){throw new Error("During update: "+id+" not found")}var parent=d.parentNode;var html=src.replace(/^\s+/g,"").replace(/\s+$/g,"");var parserElement=document.createElement("div");var tag=d.nodeName.toLowerCase();var tableElements=["td","th","tr","tbody","thead","tfoot"];var isInTable=false;for(var tei=0,tel=tableElements.length;tei<tel;tei++){if(tableElements[tei]==tag){isInTable=true;break}}if(isInTable){if(isAutoExec()){parserElement.innerHTML="<table>"+html+"</table>"}else{scripts=stripScripts(html);html=html.replace(/<script[^>]*>([\S\s]*?)<\/script>/igm,"");parserElement.innerHTML="<table>"+html+"</table>"}var newElement=parserElement.firstChild;while((null!==newElement)&&(id!==newElement.id)){newElement=newElement.firstChild}parent.replaceChild(newElement,d);runScripts(scripts)}else{if(d.nodeName.toLowerCase()==="input"){parserElement=document.createElement("div");parserElement.innerHTML=html;newElement=parserElement.firstChild;cloneAttributes(d,newElement);deleteNode(parserElement)}else{if(html.length>0){if(isAutoExec()){parserElement.innerHTML=html}else{scripts=stripScripts(html);html=html.replace(/<script[^>]*>([\S\s]*?)<\/script>/igm,"");parserElement.innerHTML=html}replaceNode(parserElement.firstChild,d);deleteNode(parserElement);runScripts(scripts)}}}}}};var doDelete=function doDelete(element){var id=element.getAttribute("id");var target=$(id);deleteNode(target)};var doInsert=function doInsert(element){var scripts=[];var target=$(element.firstChild.getAttribute("id"));var parent=target.parentNode;var tempElement=document.createElement("span");var html=element.firstChild.firstChild.nodeValue;if(isAutoExec()){tempElement.innerHTML=html}else{scripts=stripScripts(html);html=html.replace(/<script[^>]*>([\S\s]*?)<\/script>/igm,"");tempElement.innerHTML=html}if(element.firstChild.nodeName==="after"){target=target.nextSibling}if(!!tempElement.innerHTML){parent.insertBefore(tempElement.firstChild,target)}runScripts(scripts);deleteNode(tempElement)};var doAttributes=function doAttributes(element){var id=element.getAttribute("id");var target=$(id);if(!target){throw new Error("The specified id: "+id+" was not found in the page.")}var nodes=element.childNodes;for(var i=0;i<nodes.length;i++){var name=nodes[i].getAttribute("name");var value=nodes[i].getAttribute("value");if(!isIE()){target.setAttribute(name,value)}else{if(name==="class"){name="className";target.setAttribute(name,value,0)}else{if(name==="for"){name="htmlFor";target.setAttribute(name,value,0)}else{if(name==="style"){target.style.setAttribute("cssText",value,0)}else{if(name.substring(0,2)==="on"){var fn=function(value){return function(){window.execScript(value)}}(value);target.setAttribute(name,fn,0)}else{if(name==="dir"){if(jsf.getProjectStage()=="Development"){throw new Error("Cannot set 'dir' attribute in IE")}}else{target.setAttribute(name,value,0)}}}}}}}};var doEval=function doEval(element){var evalText=element.firstChild.nodeValue;globalEval(evalText)};var Queue=new function Queue(){var queue=[];var queueSpace=0;this.getSize=function getSize(){return queue.length-queueSpace};this.isEmpty=function isEmpty(){return(queue.length===0)};this.enqueue=function enqueue(element){queue.push(element)};this.dequeue=function dequeue(){var element=undefined;if(queue.length){element=queue[queueSpace];if(++queueSpace*2>=queue.length){queue=queue.slice(queueSpace);queueSpace=0}}try{return element}finally{element=null}};this.getOldestElement=function getOldestElement(){var element=undefined;if(queue.length){element=queue[queueSpace]}try{return element}finally{element=null}}}();var AjaxEngine=function AjaxEngine(){var req={};req.url=null;req.context={};req.context.sourceid=null;req.context.onerror=null;req.context.onevent=null;req.context.formid=null;req.xmlReq=null;req.async=true;req.parameters={};req.queryString=null;req.method=null;req.status=null;req.fromQueue=false;req.que=Queue;req.xmlReq=getTransport();if(req.xmlReq===null){return null}req.xmlReq.onreadystatechange=function(){if(req.xmlReq.readyState===4){req.onComplete()}};req.onComplete=function onComplete(){if(req.xmlReq.status&&(req.xmlReq.status>=200&&req.xmlReq.status<300)){sendEvent(req.xmlReq,req.context,"complete");jsf.ajax.response(req.xmlReq,req.context)}else{sendEvent(req.xmlReq,req.context,"complete");sendError(req.xmlReq,req.context,"httpError")}var nextReq=req.que.getOldestElement();if(nextReq===null||typeof nextReq==="undefined"){return}while((typeof nextReq.xmlReq!=="undefined"&&nextReq.xmlReq!==null)&&nextReq.xmlReq.readyState===4){req.que.dequeue();nextReq=req.que.getOldestElement();if(nextReq===null||typeof nextReq==="undefined"){break}}if(nextReq===null||typeof nextReq==="undefined"){return}if((typeof nextReq.xmlReq!=="undefined"&&nextReq.xmlReq!==null)&&nextReq.xmlReq.readyState===0){nextReq.fromQueue=true;nextReq.sendRequest()}};req.setupArguments=function(args){for(var i in args){if(args.hasOwnProperty(i)){if(typeof req[i]==="undefined"){req.parameters[i]=args[i]}else{req[i]=args[i]}}}};req.sendRequest=function(){if(req.xmlReq!==null){if(!req.que.isEmpty()){if(!req.fromQueue){req.que.enqueue(req);return}}if(!req.fromQueue){req.que.enqueue(req)}if(req.generateUniqueUrl&&req.method=="GET"){req.parameters.AjaxRequestUniqueId=new Date().getTime()+""+req.requestIndex}var content=null;for(var i in req.parameters){if(req.parameters.hasOwnProperty(i)){if(req.queryString.length>0){req.queryString+="&"}req.queryString+=encodeURIComponent(i)+"="+encodeURIComponent(req.parameters[i])}}if(req.method==="GET"){if(req.queryString.length>0){req.url+=((req.url.indexOf("?")>-1)?"&":"?")+req.queryString}}req.xmlReq.open(req.method,req.url,req.async);if(req.method==="POST"){if(typeof req.xmlReq.setRequestHeader!=="undefined"){req.xmlReq.setRequestHeader("Faces-Request","partial/ajax");req.xmlReq.setRequestHeader("Content-type","application/x-www-form-urlencoded")}content=req.queryString}if(!req.async){req.xmlReq.onreadystatechange=null}sendEvent(req.xmlReq,req.context,"begin");req.xmlReq.send(content);if(!req.async){req.onComplete()}}};return req};var sendError=function sendError(request,context,status,description,serverErrorName,serverErrorMessage){var sent=false;var data={};data.type="error";data.status=status;data.source=document.getElementById(context.sourceid);data.responseCode=request.status;data.responseXML=request.responseXML;data.responseText=request.responseText;if(description){data.description=description}else{if(status=="httpError"){if(data.responseCode===0){data.description="The Http Transport returned a 0 status code.  This is usually the result of mixing ajax and full requests.  This is usually undesired, for both performance and data integrity reasons."}else{data.description="There was an error communicating with the server, status: "+data.responseCode}}else{if(status=="serverError"){data.description=serverErrorMessage}else{if(status=="emptyResponse"){data.description="An empty response was received from the server.  Check server error logs."}else{if(status=="malformedXML"){if(getParseErrorText(data.responseXML)!==PARSED_OK){data.description=getParseErrorText(data.responseXML)}else{data.description="An invalid XML response was received from the server."}}}}}}if(status=="serverError"){data.errorName=serverErrorName;data.errorMessage=serverErrorMessage}if(context.onerror){context.onerror.call(null,data);sent=true}for(var i in errorListeners){if(errorListeners.hasOwnProperty(i)){errorListeners[i].call(null,data);sent=true}}if(!sent&&jsf.getProjectStage()==="Development"){if(status=="serverError"){alert("serverError: "+serverErrorName+" "+serverErrorMessage)}else{alert(status+": "+data.description)}}};var sendEvent=function sendEvent(request,context,status){var data={};data.type="event";data.status=status;data.source=document.getElementById(context.sourceid);if(status!=="begin"){data.responseCode=request.status;data.responseXML=request.responseXML;data.responseText=request.responseText}if(context.onevent){context.onevent.call(null,data)}for(var i in eventListeners){if(eventListeners.hasOwnProperty(i)){eventListeners[i].call(null,data)}}};return{addOnError:function addOnError(callback){if(typeof callback==="function"){errorListeners[errorListeners.length]=callback}else{throw new Error("jsf.ajax.addOnError:  Added a callback that was not a function.")}},addOnEvent:function addOnEvent(callback){if(typeof callback==="function"){eventListeners[eventListeners.length]=callback}else{throw new Error("jsf.ajax.addOnEvent: Added a callback that was not a function")}},request:function request(source,event,options){var element,form;var all,none;if(typeof source==="undefined"||source===null){throw new Error("jsf.ajax.request: source not set")}if(typeof source==="string"){element=document.getElementById(source)}else{if(typeof source==="object"){element=source}else{throw new Error("jsf.request: source must be object or string")}}if(!element.name){element.name=element.id}if(typeof(options)==="undefined"||options===null){options={}}var onerror=false;if(options.onerror&&typeof options.onerror==="function"){onerror=options.onerror}else{if(options.onerror&&typeof options.onerror!=="function"){throw new Error("jsf.ajax.request: Added an onerror callback that was not a function")}}var onevent=false;if(options.onevent&&typeof options.onevent==="function"){onevent=options.onevent}else{if(options.onevent&&typeof options.onevent!=="function"){throw new Error("jsf.ajax.request: Added an onevent callback that was not a function")}}form=getForm(element);if(!form){throw new Error("jsf.ajax.request: Method must be called within a form")}var viewState=jsf.getViewState(form);var args={};args["javax.faces.source"]=element.id;if(event&&!!event.type){args["javax.faces.partial.event"]=event.type}if(options.execute){none=options.execute.search(/@none/);if(none<0){all=options.execute.search(/@all/);if(all<0){options.execute=options.execute.replace("@this",element.id);options.execute=options.execute.replace("@form",form.id);var temp=options.execute.split(" ");if(!isInArray(temp,element.name)){options.execute=element.name+" "+options.execute}}else{options.execute="@all"}args["javax.faces.partial.execute"]=options.execute}}else{options.execute=element.name+" "+element.id;args["javax.faces.partial.execute"]=options.execute}if(options.render){none=options.render.search(/@none/);if(none<0){all=options.render.search(/@all/);if(all<0){options.render=options.render.replace("@this",element.id);options.render=options.render.replace("@form",form.id)}else{options.render="@all"}args["javax.faces.partial.render"]=options.render}}delete options.execute;delete options.render;delete options.onerror;delete options.onevent;for(var property in options){if(options.hasOwnProperty(property)){args[property]=options[property]}}args["javax.faces.partial.ajax"]="true";args.method="POST";var encodedUrlField=form.elements["javax.faces.encodedURL"];if(typeof encodedUrlField=="undefined"){args.url=form.action}else{args.url=encodedUrlField.value}var ajaxEngine=new AjaxEngine();ajaxEngine.setupArguments(args);ajaxEngine.queryString=viewState;ajaxEngine.context.onevent=onevent;ajaxEngine.context.onerror=onerror;ajaxEngine.context.sourceid=element.id;ajaxEngine.context.formid=form.id;ajaxEngine.context.render=args["javax.faces.partial.render"];ajaxEngine.sendRequest();element=null;form=null},response:function response(request,context){if(!request){throw new Error("jsf.ajax.response: Request parameter is unset")}var xml=request.responseXML;if(xml===null){sendError(request,context,"emptyResponse");return}if(getParseErrorText(xml)!==PARSED_OK){sendError(request,context,"malformedXML");return}var responseType=xml.getElementsByTagName("partial-response")[0].firstChild;if(responseType.nodeName==="error"){var errorName=responseType.firstChild.firstChild.nodeValue;var errorMessage=responseType.firstChild.nextSibling.firstChild.nodeValue;sendError(request,context,"serverError",null,errorName,errorMessage);return}if(responseType.nodeName==="redirect"){window.location=responseType.getAttribute("url");return}if(responseType.nodeName!=="changes"){sendError(request,context,"malformedXML","Top level node must be one of: changes, redirect, error, received: "+responseType.nodeName+" instead.");return}var changes=responseType.childNodes;try{for(var i=0;i<changes.length;i++){switch(changes[i].nodeName){case"update":doUpdate(changes[i],context);break;case"delete":doDelete(changes[i]);break;case"insert":doInsert(changes[i]);break;case"attributes":doAttributes(changes[i]);break;case"eval":doEval(changes[i]);break;case"extension":break;default:sendError(request,context,"malformedXML","Changes allowed are: update, delete, insert, attributes, eval, extension.  Received "+changes[i].nodeName+" instead.");return}}}catch(ex){sendError(request,context,"malformedXML",ex.message);return}sendEvent(request,context,"success")}}}();jsf.getProjectStage=function(){if(typeof mojarra!=="undefined"&&typeof mojarra.projectStageCache!=="undefined"){return mojarra.projectStageCache}var a=document.getElementsByTagName("script");var b;var e=0;var d;var c;while(e<a.length){if(typeof a[e].src==="string"&&a[e].src.match("/javax.faces.resource/jsf.js?.*ln=javax.faces")){b=a[e].src;break}e++}if(typeof b=="string"){c=b.match("stage=(.*)");if(c){d=c[1]}}if(typeof d==="undefined"||!d){d="Production"}mojarra=mojarra||{};mojarra.projectStageCache=d;return mojarra.projectStageCache};jsf.getViewState=function(g){if(!g){throw new Error("jsf.getViewState:  form must be set")}var e=g.elements;var a=e.length;var b=[];var h=function(j,k){var i="";if(b.length>0){i="&"}i+=encodeURIComponent(j)+"="+encodeURIComponent(k);b.push(i)};for(var d=0;d<a;d++){var f=e[d];if(!f.disabled){switch(f.type){case"text":case"password":case"hidden":case"textarea":h(f.name,f.value);break;case"select-one":if(f.selectedIndex>=0){h(f.name,f.options[f.selectedIndex].value)}break;case"select-multiple":for(var c=0;c<f.options.length;c++){if(f.options[c].selected){h(f.name,f.options[c].value)}}break;case"checkbox":case"radio":if(f.checked){h(f.name,f.value)}break}}}return b.join("")};jsf.util={};jsf.util.chain=function(g,d){if(arguments.length<3){return}var a=(typeof g==="object")?g:null;for(var b=2;b<arguments.length;b++){var e=new Function("event",arguments[b]);var c=e.call(a,d);if(c===false){break}}};jsf.specversion=20000;jsf.implversion=3}if(typeof OpenAjax!=="undefined"&&typeof OpenAjax.hub.registerLibrary!=="undefined"){OpenAjax.hub.registerLibrary("mojarra","www.sun.com","1.0",null)}var mojarra=mojarra||{};mojarra.dpf=function dpf(c){var b=c.adp;if(b!==null){for(var a=0;a<b.length;a++){c.removeChild(b[a])}}};mojarra.apf=function apf(e,c){var d=new Array();e.adp=d;var b=0;for(var a in c){if(c.hasOwnProperty(a)){var g=document.createElement("input");g.type="hidden";g.name=a;g.value=c[a];e.appendChild(g);d[b++]=g}}};mojarra.jsfcljs=function jsfcljs(c,b,a){mojarra.apf(c,b);var d=c.target;if(a){c.target=a}c.submit();c.target=d;mojarra.dpf(c)};mojarra.jsfcbk=function jsfcbk(b,a,c){return b.call(a,c)};mojarra.ab=function ab(c,d,g,a,b,f){if(!f){f={}}if(g){f["javax.faces.behavior.event"]=g}if(a){f.execute=a}if(b){f.render=b}jsf.ajax.request(c,d,f)};
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WebResourceURLhttp://uscode.house.gov/javax.faces.resource/viewDocument.js.xhtml?ln=var stopAjax = false;   // To active/inactive ajax.

var win=null;           // A reference to the popup document to be printed.

function printDocument() {

    var viewFrame = document.getElementById("viewFrame");

    if (viewFrame != null) {

        viewFrame.focus();

        viewFrame.print();

    }

    else {

        var viewDiv = document.getElementById("docViewer");

        if (viewDiv != null) {

            win = window.open('', '', 'width=789,height=643');

            var html = " " +

                "
" +

                "
" +

                "" +

                "" +

                "";

            try {

                win.document.writeln(html, viewDiv.innerHTML, "
");

                win.document.close();

                win.focus();

                printPopUp();

            } catch (e) {}

        }

    }

}



// Validates if popup windows is ready to print.

function printPopUp() {

    if (win.document.readyState == 'complete') {

        win.print();

        win.close();

        win = null;

        return;

    }

    setTimeout('printPopUp()',1000);

}



// Print document's selection.

function printSelection() {

    try {

        var userSelection;

        if (window.getSelection) {

            // W3C Ranges

            userSelection = window.getSelection ();

            // Get the range:

            if (userSelection.getRangeAt)

                var range = userSelection.getRangeAt (0);

            else {

                var range = document.createRange ();

                range.setStart (userSelection.anchorNode, userSelection.anchorOffset);

                range.setEnd (userSelection.focusNode, userSelection.focusOffset);

            }

            // And the HTML:

            var clonedSelection = range.cloneContents ();

            var div = document.createElement ('div');

            div.appendChild (clonedSelection);

            html=div.innerHTML;

        } else if (document.selection) {

            // Explorer selection, return the HTML

            userSelection = document.selection.createRange ();

            html=userSelection.htmlText;

        } else {

            html='';

        }



        win = window.open('', '', 'toolbar=0,scrollbars=1,location=0,statusbar=0,menubar=0,resizable=1,width=600,height=520,left = 400,top = 200');



        var htmlb = " " +

            "
" +

            "
" +

            "" +

            "" +

            "";

        win.document.write(htmlb);

        win.document.write(html);

        win.document.write("
");

        win.document.close();

        win.focus();

        //win.print();

        //win.close();

        printPopUp();



    } catch (e) {

        //TODO: Remove

        alert("Error printing the document");

    }

}



function resize_div()

{

    var height = document.getElementById("container").clientHeight -  document.getElementById("top").clientHeight;

    //resize the iframe according to the size of the

    //window (all these should be on the same line)

    document.getElementById("content").style.height=parseInt(height)+"px";

}



window.onload=onload_event;

window.onresize=onresize_event;



// Called during window's onload event.

function onload_event() {

    try {

        displayBackButton();

		//replaceCurrencyInfo();

        if (!opener.resized) opener.resized = true;

    } catch (e) {}



    resize_div();

}



function replaceCurrencyInfo(){

 var regex = /(Text contains those laws in effect on .*? \d{1,2}, 201\d)/;

 document.body.innerHTML = document.body.innerHTML.replace(regex, "Text contains laws through Pub. L. 113-271, except Pub. L. 113-235");

}





// Resize Div and recalculate window properties.

// opener.resized is null meanwhile is not called.

function onresize_event() {

    try {

        if (!opener.resized) return;



        var myWidth = 0, myHeight = 0;

        var winX = (document.all)?window.screenLeft:window.screenX;

        var winY = (document.all)?window.screenTop:window.screenY;

        if (typeof (window.innerWidth) == 'number') {

            //Non-IE

            myWidth = window.innerWidth;

            myHeight = window.innerHeight;

        } else if (document.documentElement) {

            if (document.documentElement.clientWidth || document.documentElement.clientHeight) {

                //IE 6+ in 'standards compliant mode'

                myWidth = document.documentElement.clientWidth;

                myHeight = document.documentElement.clientHeight;

            }

        } else if (document.body) {

            if (document.body.clientWidth || document.body.clientHeight) {

                //IE 4 compatible

                myWidth = document.body.clientWidth;

                myHeight = document.body.clientHeight;

            }

        }

        // Update windows values in the input html.

        document.getElementById("winTop").value = winY;

        document.getElementById("left").value = winX;

        document.getElementById("width").value = myWidth;

        document.getElementById("height").value = myHeight;



        updateWindowProperties();

    } catch(e) {}



    resize_div();

}



// Update the window properties(size,position).

function updateWindowProperties() {



    // Doesn't execute the code if there's a pending ajax transaction.

    if (stopAjax) return;



    // Save event and called the ajax to do the update.

    stopAjax = true;

    setTimeout("ajaxUpdateProperties()", 500);

}



// Ajax code to update window properties.

function ajaxUpdateProperties() {

    document.getElementById("submitBtn").click();

}



// Each time an ajax request sent back a response verify if it's complete to

// do available the next request.

function ajaxMonitoringEvent(e) {

    if (e.status == 'complete') {

        stopAjax = false;



        // When ajax request is completed, refresh windows properties in the opener object.

        try {

            var parentRefreshBtn = null;

            if (opener.document.getElementById("refreshBtn"))

                parentRefreshBtn = opener.document.getElementById("refreshBtn");

            else

                parentRefreshBtn = opener.parent.document.getElementById("refreshBtn");

            parentRefreshBtn.click();

        } catch(e) {}

    }

}



// Open a document based on section/title found in an uscode standard reference.

function openDocument(section, title, chapter) {

    var q = '';

    var input = document.getElementById("j_idt30:formResults:versionsSel");

    var editionValue = input.options[input.selectedIndex].value;

    if (section != '' && title != '')

        q = '?req=(title:' + title + ' section:' + section +' edition:' + editionValue + ') OR (granuleid:USC-'+ editionValue + '-title' + title + '-section' + section + ')&f=treesort' + '&num=0';

    else if (chapter != '' && title != '')

        q = '?req=(title:' + title + ' chapter:' + chapter +' edition:' + editionValue + ') OR (granuleid:USC-'+ editionValue + '-title' + title + '-chapter' + chapter + ')&f=treesort' + '&num=0';

    else if (title != '')

        q = '?req=(title:' + title +' edition:' + editionValue + ')&f=treesort';

    else

        return false;



    //alert(q);



    // Store the location of the original document.

    if (!opener.originURL)

        opener.originURL = location.href;



    this.location.href='view.xhtml' + q  + '&edition=' + editionValue;

}



// Called on onlick method of Back to Original document button,

// replace current url with opener's url.

function backToOpener() {

    var url = opener.originURL;

    opener.originURL=null;

    window.location.href=url;

    return false;

}



// Called on onload method to make visible the Back to Original document button.

function displayBackButton() {

    if (opener.originURL) {

        var backBtn = document.getElementById("frmNav:backBtn");

        if (backBtn) {

            backBtn.className="";

            backBtn.style.visibility="visible";

            backBtn.style.display="block";

            backBtn.onclick=backToOpener;

        }

    }

}



//Open a PopUp with url sent as parameter and the same current window dimension.

function openPopUp(url) {

    var prefs = "top=" + document.getElementById("winTop").value +

                ",left=" + document.getElementById("left").value +

                ",width=850" +

                ",height=350" +

                ",resizable=1";

    window.open(url,'',prefs);

}



var stdRef=null;  // Get a reference to the last ajax call to get std reference url.

function openPLaw(congress, number) {

    var parentObj = getPLawOpener();

    if (parentObj!=null) {

        parentObj.getPublicLaw(congress, number, "law");

        stdRef=setTimeout("validateURL()",500);

    }

}



function openStatute(volume, page) {

    var parentObj = getPLawOpener();

    if (parentObj!=null) {

        parentObj.getPublicLaw(volume, page, "statute");

        stdRef=setTimeout("validateURL()",500);

    }

}



//Get reference to object that contains function:getPublicLaw.

function getPLawOpener() {

    if (opener.getPublicLaw)

        return opener;

    else if (opener.top.getPublicLaw)

        return opener.top;

    else if (opener.opener.getPublicLaw)

        return opener.opener;

    else

        return null;

}
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42 USC CHAPTER 6A, SUBCHAPTER XIX, Part 2: National Vaccine Injury Compensation Program


From Title 42—THE PUBLIC HEALTH AND WELFARECHAPTER 6A—PUBLIC HEALTH SERVICESUBCHAPTER XIX—VACCINES










Part 2—National Vaccine Injury Compensation Program










subpart a—program requirements










§300aa–10. Establishment of program





[bookmark: substructure-location_a]
(a) Program established



There is established the National Vaccine Injury Compensation Program to be administered by the Secretary under which compensation may be paid for a vaccine-related injury or death.



[bookmark: substructure-location_b]
(b) Attorney's obligation



It shall be the ethical obligation of any attorney who is consulted by an individual with respect to a vaccine-related injury or death to advise such individual that compensation may be available under the program [bookmark: 300aa-10_1]1 for such injury or death.



[bookmark: substructure-location_c]
(c) Publicity



The Secretary shall undertake reasonable efforts to inform the public of the availability of the Program.





(July 1, 1944, ch. 373, title XXI, §2110, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3758; amended Pub. L. 101–239, title VI, §6601(b), Dec. 19, 1989, 103 Stat. 2285.)






Prior Provisions



A prior section 300aa–10, act July 1, 1944, §2111, was successively renumbered by subsequent acts and transferred, see section 238h of this title.



A prior section 2110 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238g of this title.





Amendments



1989—Subsec. (c). Pub. L. 101–239 added subsec. (c).





Effective Date of 1989 Amendment



Section 6601(s) of Pub. L. 101–239, as amended by Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516, provided that:



"(1) Except as provided in paragraph (2), the amendments made by this section [amending this section and sections 300aa–11 to 300aa–17, 300aa–21, 300aa–23, 300aa–26, and 300aa–27 of this title] shall apply as follows:



"(A) Petitions filed after the date of enactment of this section [Dec. 19, 1989] shall proceed under the National Vaccine Injury Compensation Program under title XXI of the Public Health Service Act [42 U.S.C. 300aa–1 et seq.] as amended by this section.



"(B) Petitions currently pending in which the evidentiary record is closed shall continue to proceed under the Program in accordance with the law in effect before the date of the enactment of this section, except that if the United States Court of Federal Claims is to review the findings of fact and conclusions of law of a special master on such a petition, the court may receive further evidence in conducting such review.



"(C) Petitions currently pending in which the evidentiary record is not closed shall proceed under the Program in accordance with the law as amended by this section.



All pending cases which will proceed under the Program as amended by this section shall be immediately suspended for 30 days to enable the special masters and parties to prepare for proceeding under the Program as amended by this section. In determining the 240-day period prescribed by section 2112(d) of the Public Health Service Act [42 U.S.C. 300aa–12(d)], as amended by this section, or the 420-day period prescribed by section 2121(b) of such Act [42 U.S.C. 300aa–21(b)], as so amended, any period of suspension under the preceding sentence shall be excluded.



"(2) The amendments to section 2115 of the Public Health Service Act [42 U.S.C. 300aa–15] shall apply to all pending and subsequently filed petitions."





Effective Date



Subpart effective Oct. 1, 1988, see section 323 of Pub. L. 99–660, as amended, set out as a note under section 300aa–1 of this title.






[bookmark: 300aa-10_1_target]1 So in original. Probably should be capitalized.










§300aa–11. Petitions for compensation





[bookmark: substructure-location_a]
(a) General rule



[bookmark: substructure-location_a_1]
(1) A proceeding for compensation under the Program for a vaccine-related injury or death shall be initiated by service upon the Secretary and the filing of a petition containing the matter prescribed by subsection (c) with the United States Court of Federal Claims. The clerk of the United States Court of Federal Claims shall immediately forward the filed petition to the chief special master for assignment to a special master under section 300aa–12(d)(1) of this title.



[bookmark: substructure-location_a_2]
[bookmark: substructure-location_a_2_A]
(2)(A) No person may bring a civil action for damages in an amount greater than $1,000 or in an unspecified amount against a vaccine administrator or manufacturer in a State or Federal court for damages arising from a vaccine-related injury or death associated with the administration of a vaccine after October 1, 1988, and no such court may award damages in an amount greater than $1,000 in a civil action for damages for such a vaccine-related injury or death, unless a petition has been filed, in accordance with section 300aa–16 of this title, for compensation under the Program for such injury or death and—



[bookmark: substructure-location_a_2_A_i]
[bookmark: substructure-location_a_2_A_i_I]
(i)(I) the United States Court of Federal Claims has issued a judgment under section 300aa–12 of this title on such petition, and



[bookmark: substructure-location_a_2_A_i_II]
(II) such person elects under section 300aa–21(a) of this title to file such an action, or



[bookmark: substructure-location_a_2_A_ii]
(ii) such person elects to withdraw such petition under section 300aa–21(b) of this title or such petition is considered withdrawn under such section.





[bookmark: substructure-location_a_2_B]
(B) If a civil action which is barred under subparagraph (A) is filed in a State or Federal court, the court shall dismiss the action. If a petition is filed under this section with respect to the injury or death for which such civil action was brought, the date such dismissed action was filed shall, for purposes of the limitations of actions prescribed by section 300aa–16 of this title, be considered the date the petition was filed if the petition was filed within one year of the date of the dismissal of the civil action.



[bookmark: substructure-location_a_3]
(3) No vaccine administrator or manufacturer may be made a party to a civil action (other than a civil action which may be brought under paragraph (2)) for damages for a vaccine-related injury or death associated with the administration of a vaccine after October 1, 1988.



[bookmark: substructure-location_a_4]
(4) If in a civil action brought against a vaccine administrator or manufacturer before October 1, 1988, damages were denied for a vaccine-related injury or death or if such civil action was dismissed with prejudice, the person who brought such action may file a petition under subsection (b) for such injury or death.



[bookmark: substructure-location_a_5]
[bookmark: substructure-location_a_5_A]
(5)(A) A plaintiff who on October 1, 1988, has pending a civil action for damages for a vaccine-related injury or death may, at any time within 2 years after October 1, 1988, or before judgment, whichever occurs first, petition to have such action dismissed without prejudice or costs and file a petition under subsection (b) for such injury or death.



[bookmark: substructure-location_a_5_B]
(B) If a plaintiff has pending a civil action for damages for a vaccine-related injury or death, such person may not file a petition under subsection (b) for such injury or death.



[bookmark: substructure-location_a_6]
(6) If a person brings a civil action after November 15, 1988 for damages for a vaccine-related injury or death associated with the administration of a vaccine before November 15, 1988, such person may not file a petition under subsection (b) for such injury or death.



[bookmark: substructure-location_a_7]
(7) If in a civil action brought against a vaccine administrator or manufacturer for a vaccine-related injury or death damages are awarded under a judgment of a court or a settlement of such action, the person who brought such action may not file a petition under subsection (b) for such injury or death.



[bookmark: substructure-location_a_8]
(8) If on October 1, 1988, there was pending an appeal or rehearing with respect to a civil action brought against a vaccine administrator or manufacturer and if the outcome of the last appellate review of such action or the last rehearing of such action is the denial of damages for a vaccine-related injury or death, the person who brought such action may file a petition under subsection (b) for such injury or death.



[bookmark: substructure-location_a_9]
(9) This subsection applies only to a person who has sustained a vaccine-related injury or death and who is qualified to file a petition for compensation under the Program.



[bookmark: substructure-location_a_10]
(10) The Clerk of the United States Claims Court [bookmark: 300aa-11_2]2 is authorized to continue to receive, and forward, petitions for compensation for a vaccine-related injury or death associated with the administration of a vaccine on or after October 1, 1992.



[bookmark: substructure-location_b]
(b) Petitioners



[bookmark: substructure-location_b_1]
[bookmark: substructure-location_b_1_A]
(1)(A) Except as provided in subparagraph (B), any person who has sustained a vaccine-related injury, the legal representative of such person if such person is a minor or is disabled, or the legal representative of any person who died as the result of the administration of a vaccine set forth in the Vaccine Injury Table may, if the person meets the requirements of subsection (c)(1), file a petition for compensation under the Program.



[bookmark: substructure-location_b_1_B]
(B) No person may file a petition for a vaccine-related injury or death associated with a vaccine administered before October 1, 1988, if compensation has been paid under this part for 3500 petitions for such injuries or deaths.



[bookmark: substructure-location_b_2]
(2) Only one petition may be filed with respect to each administration of a vaccine. A covered vaccine administered to a pregnant woman shall constitute more than one administration, one to the mother and one to each child (as such term is defined in subsection (f)(2)) who was in utero at the time such woman was administered the vaccine.



[bookmark: substructure-location_c]
(c) Petition content



A petition for compensation under the Program for a vaccine-related injury or death shall contain—



[bookmark: substructure-location_c_1]
(1) except as provided in paragraph (3), an affidavit, and supporting documentation, demonstrating that the person who suffered such injury or who died—



[bookmark: substructure-location_c_1_A]
(A) received a vaccine set forth in the Vaccine Injury Table or, if such person did not receive such a vaccine, contracted polio, directly or indirectly, from another person who received an oral polio vaccine,



[bookmark: substructure-location_c_1_B]
[bookmark: substructure-location_c_1_B_i]
(B)(i) if such person received a vaccine set forth in the Vaccine Injury Table—



[bookmark: substructure-location_c_1_B_i_I]
(I) received the vaccine in the United States or in its trust territories,



[bookmark: substructure-location_c_1_B_i_II]
(II) received the vaccine outside the United States or a trust territory and at the time of the vaccination such person was a citizen of the United States serving abroad as a member of the Armed Forces or otherwise as an employee of the United States or a dependent of such a citizen, or



[bookmark: substructure-location_c_1_B_i_III]
(III) received the vaccine outside the United States or a trust territory and the vaccine was manufactured by a vaccine manufacturer located in the United States and such person returned to the United States not later than 6 months after the date of the vaccination,





[bookmark: substructure-location_c_1_B_ii]
(ii) if such person did not receive such a vaccine but contracted polio from another person who received an oral polio vaccine, was a citizen of the United States or a dependent of such a citizen,



[bookmark: substructure-location_c_1_C]
[bookmark: substructure-location_c_1_C_i]
(C)(i) sustained, or had significantly aggravated, any illness, disability, injury, or condition set forth in the Vaccine Injury Table in association with the vaccine referred to in subparagraph (A) or died from the administration of such vaccine, and the first symptom or manifestation of the onset or of the significant aggravation of any such illness, disability, injury, or condition or the death occurred within the time period after vaccine administration set forth in the Vaccine Injury Table, or



[bookmark: substructure-location_c_1_C_ii]
[bookmark: substructure-location_c_1_C_ii_I]
(ii)(I) sustained, or had significantly aggravated, any illness, disability, injury, or condition not set forth in the Vaccine Injury Table but which was caused by a vaccine referred to in subparagraph (A), or



[bookmark: substructure-location_c_1_C_ii_II]
(II) sustained, or had significantly aggravated, any illness, disability, injury, or condition set forth in the Vaccine Injury Table the first symptom or manifestation of the onset or significant aggravation of which did not occur within the time period set forth in the Table but which was caused by a vaccine referred to in subparagraph (A),



[bookmark: substructure-location_c_1_D]
[bookmark: substructure-location_c_1_D_i]
(D)(i) suffered the residual effects or complications of such illness, disability, injury, or condition for more than 6 months after the administration of the vaccine, or (ii) died from the administration of the vaccine, or (iii) suffered such illness, disability, injury, or condition from the vaccine which resulted in inpatient hospitalization and surgical intervention, and



[bookmark: substructure-location_c_1_E]
(E) has not previously collected an award or settlement of a civil action for damages for such vaccine-related injury or death,





[bookmark: substructure-location_c_2]
(2) except as provided in paragraph (3), maternal prenatal and delivery records, newborn hospital records (including all physicians' and nurses' notes and test results), vaccination records associated with the vaccine allegedly causing the injury, pre- and post-injury physician or clinic records (including all relevant growth charts and test results), all post-injury inpatient and outpatient records (including all provider notes, test results, and medication records), if applicable, a death certificate, and if applicable, autopsy results, and



[bookmark: substructure-location_c_3]
(3) an identification of any records of the type described in paragraph (1) or (2) which are unavailable to the petitioner and the reasons for their unavailability.



[bookmark: substructure-location_d]
(d) Additional information



A petition may also include other available relevant medical records relating to the person who suffered such injury or who died from the administration of the vaccine.
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(e) Schedule



The petitioner shall submit in accordance with a schedule set by the special master assigned to the petition assessments, evaluations, and prognoses and such other records and documents as are reasonably necessary for the determination of the amount of compensation to be paid to, or on behalf of, the person who suffered such injury or who died from the administration of the vaccine.
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(f) Maternal immunization
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(1) In general



Notwithstanding any other provision of law, for purposes of this subpart, both a woman who received a covered vaccine while pregnant and any child who was in utero at the time such woman received the vaccine shall be considered persons to whom the covered vaccine was administered and persons who received the covered vaccine.



[bookmark: substructure-location_f_2]
(2) Definition



As used in this subsection, the term "child" shall have the meaning given that term by subsections (a) and (b) of section 8 of title 1 except that, for purposes of this subsection, such section 8 shall be applied as if the term "include" in subsection (a) of such section were replaced with the term "mean".





(July 1, 1944, ch. 373, title XXI, §2111, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3758; amended Pub. L. 100–203, title IV, §§4302(b), 4304(a), (b), 4306, 4307(1), (2), Dec. 22, 1987, 101 Stat. 1330–221, 1330-223, 1330-224; Pub. L. 101–239, title VI, §6601(c)(1)–(7), Dec. 19, 1989, 103 Stat. 2285, 2286; Pub. L. 101–502, §5(a), Nov. 3, 1990, 104 Stat. 1286; Pub. L. 102–168, title II, §201(h)(1), Nov. 26, 1991, 105 Stat. 1104; Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516; Pub. L. 103–43, title XX, §2012, June 10, 1993, 107 Stat. 214; Pub. L. 105–277, div. C, title XV, §1502, Oct. 21, 1998, 112 Stat. 2681–741; Pub. L. 106–310, div. A, title XVII, §1701(a), Oct. 17, 2000, 114 Stat. 1151; Pub. L. 114–255, div. A, title III, §3093(c)(2), (3), Dec. 13, 2016, 130 Stat. 1152.)






Codification



In subsecs. (a)(2)(A), (3), (4), (5)(A), (8), and (b)(1)(B), "October 1, 1988" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Prior Provisions



A prior section 300aa–11, act July 1, 1944, §2112, was successively renumbered by subsequent acts and transferred, see section 238i of this title.



A prior section 2111 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238h of this title.





Amendments



2016—Subsec. (b)(2). Pub. L. 114–255, §3093(c)(3), inserted at end "A covered vaccine administered to a pregnant woman shall constitute more than one administration, one to the mother and one to each child (as such term is defined in subsection (f)(2)) who was in utero at the time such woman was administered the vaccine."



Subsec. (f). Pub. L. 114–255, §3093(c)(2), added subsec. (f).



2000—Subsec. (c)(1)(D)(iii). Pub. L. 106–310 added cl. (iii).



1998—Subsec. (c)(1)(D)(i). Pub. L. 105–277 struck out "and incurred unreimbursable expenses due in whole or in part to such illness, disability, injury, or condition in an amount greater than $1,000" before ", or (ii) died".



1993—Subsec. (a)(10). Pub. L. 103–43 added par. (10).



1992—Subsec. (a)(1), (2)(A)(i)(I). Pub. L. 102–572 substituted "United States Court of Federal Claims" for "United States Claims Court" wherever appearing.



1991—Subsec. (a)(2)(A)(i), (ii). Pub. L. 102–168 realigned margins of cls. (i) and (ii).



1990—Subsec. (a)(2)(A). Pub. L. 101–502, §5(a)(1), substituted "unless a petition has been filed, in accordance with section 300aa–16 of this title, for compensation under the Program for such injury or death and—" and cls. (i) and (ii) for "unless—



"(i) a petition has been filed, in accordance with section 300aa–16 of this title, for compensation under the Program for such injury or death,



"(ii) the United States Claims Court has issued a judgment under section 300aa–12 of this title on such petition, and



"(iii) such person elects under section 300aa–21(a) of this title to file such an action."



Subsec. (a)(5)(A). Pub. L. 101–502, §5(a)(2), struck out "without prejudice" after "without prejudice or costs".



Subsec. (a)(5)(B). Pub. L. 101–502, §5(a)(3), substituted "plaintiff" for "plaintiff who".



Subsec. (d). Pub. L. 101–502, §5(a)(4), struck out "(d) except as provided in paragraph (3)," before "(d) Additional information".



Subsec. (e). Pub. L. 101–502, §5(a)(5), substituted "(e) Schedule" for "(e)(e) Schedule".



1989—Subsec. (a)(1). Pub. L. 101–239, §6601(c)(1), substituted "filing of a petition containing the matter prescribed in subsection (c)" for "filing of a petition" and inserted at end "The clerk of the United States Claims Court shall immediately forward the filed petition to the chief special master for assignment to a special master under section 300aa–12(d)(1) of this title."



Subsec. (a)(2)(A)(i). Pub. L. 101–239, §6601(c)(2), struck out "under subsection (b) of this section" after "section 300aa–16 of this title,".



Subsec. (a)(5)(A). Pub. L. 101–239, §6601(c)(3)(A), substituted "petition to have such action dismissed without prejudice or costs" for "elect to withdraw such action".



Subsec. (a)(5)(B). Pub. L. 101–239, §6601(c)(3)(B), substituted "has pending" for "on October 1, 1988, had pending" and struck out "does not withdraw the action under subparagraph (A)" after "vaccine-related injury or death".



Subsec. (a)(6). Pub. L. 101–239, §6601(c)(4), substituted "November 15, 1988" for "the effective date of this subpart" in two places.



Subsec. (a)(8). Pub. L. 101–239, §6601(c)(5), added par. (8). Former par. (8) redesignated (9).



Subsec. (a)(9). Pub. L. 101–239, §6601(c)(5), (7), redesignated par. (8) as (9) and realigned margin.



Subsec. (c)(1). Pub. L. 101–239, §6601(c)(6)(A), inserted "except as provided in paragraph (3)," after "(1)" in introductory provisions.



Subsec. (c)(2). Pub. L. 101–239, §6601(c)(6)(B), (C), added par. (2) and redesignated former par. (2) as subsec. (d).



Pub. L. 101–239, §6601(c)(6)(A), inserted "except as provided in paragraph (3)," after "(2)".



Subsec. (c)(3). Pub. L. 101–239, §6601(c)(6)(C), (D), added par. (3). Former par. (3) redesignated subsec. (e).



Subsec. (d). Pub. L. 101–239, §6601(c)(6)(B), redesignated former subsec. (c)(2) as subsec. (d), expanded margin to full measure, inserted subsec. designation and heading, substituted "A petition may also include other available" for "all available", struck out "(including autopsy reports, if any)" after "relevant medical records", and substituted "administration of the vaccine." for "administration of the vaccine and an identification of any unavailable records known to the petitioner and the reasons for their unavailability, and".



Subsec. (e). Pub. L. 101–239, §6601(c)(6)(D), redesignated former subsec. (c)(3) as subsec. (e), expanded margin to full measure, inserted subsec. designation and heading, and substituted "The petitioner shall submit in accordance with a schedule set by the special master assigned to the petition" for "appropriate".



1987—Subsec. (a)(1). Pub. L. 100–203, §4307(1), which directed that par. (1) be amended by substituting "with the United States Claims Court" for "with the United States district court for the district in which the petitioner resides or the injury or death occurred", was executed making the substitution for "with the United States district court for the district in which the petitioner resides or in which the injury or death occurred", as the probable intent of Congress.



Subsec. (a)(2)(A). Pub. L. 100–203, §4306, substituted "vaccine administrator or manufacturer" for "vaccine manufacturer".



Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (a)(2)(A)(ii). Pub. L. 100–203, §4307(2), substituted "the United States Claims Court" for "a district court of the United States".



Subsec. (a)(3). Pub. L. 100–203, §4306, substituted "vaccine administrator or manufacturer" for "vaccine manufacturer".



Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (a)(4). Pub. L. 100–203, §4306, substituted "vaccine administrator or manufacturer" for "vaccine manufacturer".



Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (a)(5)(A). Pub. L. 100–203, §4302(b)(2), substituted "after the effective date of this subpart" for "after the effective date of this subchapter".



Pub. L. 100–203, §4302(b)(1), substituted "who on the effective date of this subpart" for "who on the effective date of this part".



Subsec. (a)(5)(B). Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (a)(6). Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part" in two places.



Subsec. (a)(7). Pub. L. 100–203, §4306, substituted "vaccine administrator or manufacturer" for "vaccine manufacturer".



Subsec. (a)(8). Pub. L. 100–203, §4304(a), added par. (8).



Subsec. (b)(1)(A). Pub. L. 100–203, §4304(b)(1), substituted "may, if the person meets the requirements of subsection (c)(1), file" for "may file".



Subsec. (b)(1)(B). Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (c)(1)(D). Pub. L. 100–203, §4304(b)(2), substituted "for more than 6 months" for "for more than 1 year", "and incurred" for ", (ii) incurred", and "(ii)" for "(iii)".





Change of Name



References to United States Claims Court deemed to refer to United States Court of Federal Claims, see section 902(b) of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.





Effective Date of 2000 Amendment



Pub. L. 106–310, div. A, title XVII, §1701(b), Oct. 17, 2000, 114 Stat. 1151, provided that: "The amendment made by subsection (a) [amending this section] takes effect upon the date of the enactment of this Act [Oct. 17, 2000], including with respect to petitions under section 2111 of the Public Health Service Act [42 U.S.C. 300aa–11] that are pending on such date."



Effective Date of 1992 Amendment



Amendment by Pub. L. 102–572 effective Oct. 29, 1992, see section 911 of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.



Effective Date of 1991 Amendment



Pub. L. 102–168, title II, §201(i), Nov. 26, 1991, 105 Stat. 1104, provided that:



"(1) Except as provided in paragraph (2), the amendments made by this section [amending this section and sections 300aa–12, 300aa–15, 300aa–16, 300aa–19, and 300aa–21 of this title and provisions set out as a note under section 300aa–1 of this title] shall take effect on the date of the enactment of this Act [Nov. 26, 1991].



"(2) The amendments made by subsections (d) and (f) [amending sections 300aa–12, 300aa–15, 300aa–16, and 300aa–21 of this title] shall take effect as if the amendments had been in effect on and after October 1, 1988."



Effective Date of 1990 Amendment



Pub. L. 101–502, §5(h), Nov. 3, 1990, 104 Stat. 1289, provided that: "The amendments made by subsections (f)(1) and (g) [amending section 300aa–21 of this title and provisions set out as a note under section 300aa–1 of this title and enacting provisions set out as a note under section 300aa–12 of this title] shall take effect as of November 14, 1986, and the amendments made by subsections (a) through (e) and subsection (f)(2) [amending this section and sections 300aa–12, 300aa–13, 300aa–15, 300aa–16, and 300aa–21 of this title] shall take effect as of September 30, 1990."



Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.
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§300aa–12. Court jurisdiction
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(a) General rule



The United States Court of Federal Claims and the United States Court of Federal Claims special masters shall, in accordance with this section, have jurisdiction over proceedings to determine if a petitioner under section 300aa–11 of this title is entitled to compensation under the Program and the amount of such compensation. The United States Court of Federal Claims may issue and enforce such orders as the court deems necessary to assure the prompt payment of any compensation awarded.



[bookmark: substructure-location_b]
(b) Parties



[bookmark: substructure-location_b_1]
(1) In all proceedings brought by the filing of a petition under section 300aa–11(b) of this title, the Secretary shall be named as the respondent, shall participate, and shall be represented in accordance with section 518(a) of title 28.



[bookmark: substructure-location_b_2]
(2) Within 30 days after the Secretary receives service of any petition filed under section 300aa–11 of this title the Secretary shall publish notice of such petition in the Federal Register. The special master designated with respect to such petition under subsection (c) shall afford all interested persons an opportunity to submit relevant, written information—



[bookmark: substructure-location_b_2_A]
(A) relating to the existence of the evidence described in section 300aa–13(a)(1)(B) of this title, or
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(B) relating to any allegation in a petition with respect to the matters described in section 300aa–11(c)(1)(C)(ii) of this title.



[bookmark: substructure-location_c]
(c) United States Court of Federal Claims special masters



[bookmark: substructure-location_c_1]
(1) There is established within the United States Court of Federal Claims an office of special masters which shall consist of not more than 8 special masters. The judges of the United States Court of Federal Claims shall appoint the special masters, 1 of whom, by designation of the judges of the United States Court of Federal Claims, shall serve as chief special master. The appointment and reappointment of the special masters shall be by the concurrence of a majority of the judges of the court.



[bookmark: substructure-location_c_2]
(2) The chief special master and other special masters shall be subject to removal by the judges of the United States Court of Federal Claims for incompetency, misconduct, or neglect of duty or for physical or mental disability or for other good cause shown.



[bookmark: substructure-location_c_3]
(3) A special master's office shall be terminated if the judges of the United States Court of Federal Claims determine, upon advice of the chief special master, that the services performed by that office are no longer needed.



[bookmark: substructure-location_c_4]
(4) The appointment of any individual as a special master shall be for a term of 4 years, subject to termination under paragraphs (2) and (3). Individuals serving as special masters on December 19, 1989, shall serve for 4 years from the date of their original appointment, subject to termination under paragraphs (2) and (3). The chief special master in office on December 19, 1989, shall continue to serve as chief special master for the balance of the master's term, subject to termination under paragraphs (2) and (3).



[bookmark: substructure-location_c_5]
(5) The compensation of the special masters shall be determined by the judges of the United States Court of Federal Claims, upon advice of the chief special master. The salary of the chief special master shall be the annual rate of basic pay for level IV of the Executive Schedule, as prescribed by section 5315, title 5. The salaries of the other special masters shall not exceed the annual rate of basic pay of level V of the Executive Schedule, as prescribed by section 5316, title 5.



[bookmark: substructure-location_c_6]
(6) The chief special master shall be responsible for the following:



[bookmark: substructure-location_c_6_A]
(A) Administering the office of special masters and their staff, providing for the efficient, expeditious, and effective handling of petitions, and performing such other duties related to the Program as may be assigned to the chief special master by a concurrence of a majority of the United States Claims Courts [bookmark: 300aa-12_1]1 judges.
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(B) Appointing and fixing the salary and duties of such administrative staff as are necessary. Such staff shall be subject to removal for good cause by the chief special master.
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(C) Managing and executing all aspects of budgetary and administrative affairs affecting the special masters and their staff, subject to the rules and regulations of the Judicial Conference of the United States. The Conference rules and regulations pertaining to United States magistrate judges shall be applied to the special masters.



[bookmark: substructure-location_c_6_D]
(D) Coordinating with the United States Court of Federal Claims the use of services, equipment, personnel, information, and facilities of the United States Court of Federal Claims without reimbursement.
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(E) Reporting annually to the Congress and the judges of the United States Court of Federal Claims on the number of petitions filed under section 300aa–11 of this title and their disposition, the dates on which the vaccine-related injuries and deaths for which the petitions were filed occurred, the types and amounts of awards, the length of time for the disposition of petitions, the cost of administering the Program, and recommendations for changes in the Program.
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(d) Special masters



[bookmark: substructure-location_d_1]
(1) Following the receipt and filing of a petition under section 300aa–11 of this title, the clerk of the United States Court of Federal Claims shall forward the petition to the chief special master who shall designate a special master to carry out the functions authorized by paragraph (3).
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(2) The special masters shall recommend rules to the Court of Federal Claims and, taking into account such recommended rules, the Court of Federal Claims shall promulgate rules pursuant to section 2071 of title 28. Such rules shall—



[bookmark: substructure-location_d_2_A]
(A) provide for a less-adversarial, expeditious, and informal proceeding for the resolution of petitions,
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(B) include flexible and informal standards of admissibility of evidence,
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(C) include the opportunity for summary judgment,



[bookmark: substructure-location_d_2_D]
(D) include the opportunity for parties to submit arguments and evidence on the record without requiring routine use of oral presentations, cross examinations, or hearings, and
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(E) provide for limitations on discovery and allow the special masters to replace the usual rules of discovery in civil actions in the United States Court of Federal Claims.
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[bookmark: substructure-location_d_3_A]
(3)(A) A special master to whom a petition has been assigned shall issue a decision on such petition with respect to whether compensation is to be provided under the Program and the amount of such compensation. The decision of the special master shall—



[bookmark: substructure-location_d_3_A_i]
(i) include findings of fact and conclusions of law, and
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(ii) be issued as expeditiously as practicable but not later than 240 days, exclusive of suspended time under subparagraph (C), after the date the petition was filed.





The decision of the special master may be reviewed by the United States Court of Federal Claims in accordance with subsection (e).
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(B) In conducting a proceeding on a petition a special master—



[bookmark: substructure-location_d_3_B_i]
(i) may require such evidence as may be reasonable and necessary,



[bookmark: substructure-location_d_3_B_ii]
(ii) may require the submission of such information as may be reasonable and necessary,
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(iii) may require the testimony of any person and the production of any documents as may be reasonable and necessary,
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(iv) shall afford all interested persons an opportunity to submit relevant written information—
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(I) relating to the existence of the evidence described in section 300aa–13(a)(1)(B) of this title, or
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(II) relating to any allegation in a petition with respect to the matters described in section 300aa–11(c)(1)(C)(ii) of this title, and
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(v) may conduct such hearings as may be reasonable and necessary.





There may be no discovery in a proceeding on a petition other than the discovery required by the special master.



[bookmark: substructure-location_d_3_C]
(C) In conducting a proceeding on a petition a special master shall suspend the proceedings one time for 30 days on the motion of either party. After a motion for suspension is granted, further motions for suspension by either party may be granted by the special master, if the special master determines the suspension is reasonable and necessary, for an aggregate period not to exceed 150 days.
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(D) If, in reviewing proceedings on petitions for vaccine-related injuries or deaths associated with the administration of vaccines before October 1, 1988, the chief special master determines that the number of filings and resultant workload place an undue burden on the parties or the special master involved in such proceedings, the chief special master may, in the interest of justice, suspend proceedings on any petition for up to 30 months (but for not more than 6 months at a time) in addition to the suspension time under subparagraph (C).



[bookmark: substructure-location_d_4]
[bookmark: substructure-location_d_4_A]
(4)(A) Except as provided in subparagraph (B), information submitted to a special master or the court in a proceeding on a petition may not be disclosed to a person who is not a party to the proceeding without the express written consent of the person who submitted the information.
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(B) A decision of a special master or the court in a proceeding shall be disclosed, except that if the decision is to include information—



[bookmark: substructure-location_d_4_B_i]
(i) which is trade secret or commercial or financial information which is privileged and confidential, or



[bookmark: substructure-location_d_4_B_ii]
(ii) which are medical files and similar files the disclosure of which would constitute a clearly unwarranted invasion of privacy,





and if the person who submitted such information objects to the inclusion of such information in the decision, the decision shall be disclosed without such information.
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(e) Action by United States Court of Federal Claims



[bookmark: substructure-location_e_1]
(1) Upon issuance of the special master's decision, the parties shall have 30 days to file with the clerk of the United States Court of Federal Claims a motion to have the court review the decision. If such a motion is filed, the other party shall file a response with the clerk of the United States Court of Federal Claims no later than 30 days after the filing of such motion.
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(2) Upon the filing of a motion under paragraph (1) with respect to a petition, the United States Court of Federal Claims shall have jurisdiction to undertake a review of the record of the proceedings and may thereafter—



[bookmark: substructure-location_e_2_A]
(A) uphold the findings of fact and conclusions of law of the special master and sustain the special master's decision,



[bookmark: substructure-location_e_2_B]
(B) set aside any findings of fact or conclusion of law of the special master found to be arbitrary, capricious, an abuse of discretion, or otherwise not in accordance with law and issue its own findings of fact and conclusions of law, or



[bookmark: substructure-location_e_2_C]
(C) remand the petition to the special master for further action in accordance with the court's direction.





The court shall complete its action on a petition within 120 days of the filing of a response under paragraph (1) excluding any days the petition is before a special master as a result of a remand under subparagraph (C). The court may allow not more than 90 days for remands under subparagraph (C).
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(3) In the absence of a motion under paragraph (1) respecting the special master's decision or if the United States Court of Federal Claims takes the action described in paragraph (2)(A) with respect to the special master's decision, the clerk of the United States Court of Federal Claims shall immediately enter judgment in accordance with the special master's decision.
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(f) Appeals



The findings of fact and conclusions of law of the United States Court of Federal Claims on a petition shall be final determinations of the matters involved, except that the Secretary or any petitioner aggrieved by the findings or conclusions of the court may obtain review of the judgment of the court in the United States court of appeals for the Federal Circuit upon petition filed within 60 days of the date of the judgment with such court of appeals within 60 days of the date of entry of the United States Claims Court's [bookmark: 300aa-12_2]2 judgment with such court of appeals.
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(g) Notice



If—



[bookmark: substructure-location_g_1]
(1) a special master fails to make a decision on a petition within the 240 days prescribed by subsection (d)(3)(A)(ii) (excluding (A) any period of suspension under subsection (d)(3)(C) or (d)(3)(D), and (B) any days the petition is before a special master as a result of a remand under subsection (e)(2)(C)), or



[bookmark: substructure-location_g_2]
(2) the United States Court of Federal Claims fails to enter a judgment under this section on a petition within 420 days (excluding (A) any period of suspension under subsection (d)(3)(C) or (d)(3)(D), and (B) any days the petition is before a special master as a result of a remand under subsection (e)(2)(C)) after the date on which the petition was filed,





the special master or court shall notify the petitioner under such petition that the petitioner may withdraw the petition under section 300aa–21(b) of this title or the petitioner may choose under section 300aa–21(b) of this title to have the petition remain before the special master or court, as the case may be.





(July 1, 1944, ch. 373, title XXI, §2112, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3761; amended Pub. L. 100–203, title IV, §§4303(d)(2)(A), 4307(3), 4308(a), (b), Dec. 22, 1987, 101 Stat. 1330–222, 1330-224; Pub. L. 100–360, title IV, §411(o)(2), (3)(A), July 1, 1988, 102 Stat. 808; Pub. L. 101–239, title VI, §6601(d)–(i), Dec. 19, 1989, 103 Stat. 2286–2290; Pub. L. 101–502, §5(b), Nov. 3, 1990, 104 Stat. 1286; Pub. L. 101–650, title III, §321, Dec. 1, 1990, 104 Stat. 5117; Pub. L. 102–168, title II, §201(c), (d)(1), (h)(2), (3), Nov. 26, 1991, 105 Stat. 1103, 1104; Pub. L. 102–572, title IX, §902(b), Oct. 29, 1992, 106 Stat. 4516; Pub. L. 103–66, title XIII, §13632(c), Aug. 10, 1993, 107 Stat. 646.)






Codification



In subsec. (c)(4), "on December 19, 1989," substituted for "upon the date of the enactment of this subsection" and "on the date of the enactment of this subsection".



In subsec. (d)(3)(D), "October 1, 1988," substituted for "the effective date of this part".





Prior Provisions



A prior section 300aa–12, act July 1, 1944, §2113, was successively renumbered by subsequent acts and transferred, see section 238j of this title.



A prior section 2112 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238i of this title.





Amendments



1993—Subsec. (d)(3)(D). Pub. L. 103–66 substituted "30 months (but for not more than 6 months at a time)" for "540 days".



1992—Subsecs. (a), (c) to (g). Pub. L. 102–572 substituted "United States Court of Federal Claims" for "United States Claims Court" and "Court of Federal Claims" for "Claims Court", wherever appearing.



1991—Subsec. (d)(3)(D). Pub. L. 102–168, §201(c), (h)(2), realigned margin and substituted "540 days" for "180 days".



Subsec. (g). Pub. L. 102–168, §201(h)(3), made technical amendment to underlying provisions of original Act.



Pub. L. 102–168, §201(d)(1), substituted "or the petitioner may choose under section 300aa–21(b) of this title to have the petition remain before the special master or court, as the case may be" for "and the petition will be considered withdrawn under such section if the petitioner, the special master, or the court do not take certain actions" before period at end.



1990—Subsec. (d)(3)(D). Pub. L. 101–502, §5(b)(1), added subpar. (D).



Subsec. (g). Pub. L. 101–502, §5(b)(2), added subsec. (g).



1989—Subsec. (a). Pub. L. 101–239, §6601(d), substituted "and the United States Claims Court special masters shall, in accordance with this section, have jurisdiction" for "shall have jurisdiction (1)", ". The United States Claims Court may issue" for ", and (2) to issue", and "deems" for "deem".



Subsec. (b)(1). Pub. L. 101–239, §6601(f), substituted "In all proceedings brought by the filing of a petition under section 300aa–11(b) of this title, the Secretary shall be named as the respondent, shall participate, and shall be represented in accordance with section 518(a) of title 28." for "The Secretary shall be named as the respondent in all proceedings brought by the filing of a petition under section 300aa–11(b) of this title. Except as provided in paragraph (2), no other person may intervene in any such proceeding."



Subsec. (c). Pub. L. 101–239, §6601(e)(2), added subsec. (c). Former subsec. (c) redesignated (d).



Subsec. (d). Pub. L. 101–239, §6601(e)(1), redesignated subsec. (c) as (d). Former subsec. (d) redesignated (e).



Subsec. (d)(1). Pub. L. 101–239, §6601(g)(1), amended par. (1) generally. Prior to amendment, par. (1) read as follows: "Following receipt of a petition under subsection (a) of this section, the United States Claims Court shall designate a special master to carry out the functions authorized by paragraph (2)."



Subsec. (d)(2) to (4). Pub. L. 101–239, §6601(g)(2), added pars. (2) to (4) and struck out former par. (2) which prescribed functions of special masters.



Subsec. (e). Pub. L. 101–239, §6601(h), substituted "Action by United States Claims Court" for "Action by court" as heading and amended text generally. Prior to amendment, text read as follows:



"(1) Upon objection by the petitioner or respondent to the proposed findings of fact or conclusions of law prepared by the special master or upon the court's own motion, the court shall undertake a review of the record of the proceedings and may thereafter make a de novo determination of any matter and issue its judgment accordingly, including findings of fact and conclusions of law, or remand for further proceedings.



"(2) If no objection is filed under paragraph (1) or if the court does not choose to review the proceeding, the court shall adopt the proposed findings of fact and conclusions of law of the special master as its own and render judgment thereon.



"(3) The court shall render its judgment on any petition filed under the Program as expeditiously as practicable but not later than 365 days after the date on which the petition was filed."



Pub. L. 101–239, §6601(e)(1), redesignated subsec. (d) as (e). Former subsec. (e) redesignated (f).



Subsec. (f). Pub. L. 101–239, §6601(i), inserted "within 60 days of the date of entry of the United States Claims Court's judgment with such court of appeals" after "with such court of appeals".



Pub. L. 101–239, §6601(e)(1), redesignated subsec. (e) as (f).



1988—Subsec. (c)(2). Pub. L. 100–360, §411(o)(3)(A), added Pub. L. 100–203, §4308(a), see 1987 Amendment note below.



Subsec. (e). Pub. L. 100–360, §411(o)(2), made technical amendment to directory language of Pub. L. 100–203, §4307(3)(C), see 1987 Amendment note below.



Pub. L. 100–360, §411(o)(3)(A), added Pub. L. 100–203, §4308(b), see 1987 Amendment note below.



1987—Subsec. (a). Pub. L. 100–203, §4307(3)(A), substituted "United States Claims Court" for "district courts of the United States" and "the court" for "the courts".



Subsec. (c)(1). Pub. L. 100–203, §4307(3)(B), substituted "the United States Claims Court" for "the district court of the United States in which the petition is filed".



Subsec. (c)(2). Pub. L. 100–203, §4308(a), as added by Pub. L. 100–360, §411(o)(3)(A), inserted ", shall prepare and submit to the court proposed findings of fact and conclusions of law," in introductory provisions and struck out subpar. (E) which read as follows: "prepare and submit to the court proposed findings of fact and conclusions of law."



Subsec. (e). Pub. L. 100–203, §4308(b), as added by Pub. L. 100–360, §411(o)(3)(A), inserted "within 60 days of the date of the judgment" after "petition filed".



Pub. L. 100–203, §4307(3)(C), as amended by Pub. L. 100–360, §411(o)(2), substituted "the United States Claims Court" for "a district court of the United States" and "for the Federal Circuit" for "for the circuit in which the court is located".



Pub. L. 100–203, §4303(d)(2)(A), redesignated subsec. (g) as (e) and struck out former subsec. (e) relating to administration of an award.



Subsec. (f). Pub. L. 100–203, §4303(d)(2)(A), struck out subsec. (f) which related to revision of an award.



Subsec. (g). Pub. L. 100–203, §4303(d)(2)(A), redesignated subsec. (g) as (e).





Change of Name



"United States magistrate judges" substituted for "United States magistrates" in subsec. (c)(6)(C) pursuant to section 321 of Pub. L. 101–650, set out as a note under section 631 of Title 28, Judiciary and Judicial Procedure.





Effective Date of 1992 Amendment



Amendment by Pub. L. 102–572 effective Oct. 29, 1992, see section 911 of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.



Effective Date of 1991 Amendment



Amendment by section 201(d)(1) of Pub. L. 102–168 effective as if in effect on and after Oct. 1, 1988, see section 201(i)(2) of Pub. L. 102–168, set out as a note under section 300aa–11 of this title.



Effective Date of 1990 Amendment



Amendment by Pub. L. 101–502 effective Sept. 30, 1990, see section 5(h) of Pub. L. 101–502, set out as a note under section 300aa–11 of this title.



Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, except that such suspension be excluded in determining the 240-day period prescribed in subsec. (d) of this section, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.



Effective Date of 1988 Amendment



Except as specifically provided in section 411 of Pub. L. 100–360, amendment by Pub. L. 100–360, as it relates to a provision in the Omnibus Budget Reconciliation Act of 1987, Pub. L. 100–203, effective as if included in the enactment of that provision in Pub. L. 100–203, see section 411(a) of Pub. L. 100–360, set out as a Reference to OBRA; Effective Date note under section 106 of Title 1, General Provisions.





Termination of Reporting Requirements



For termination, effective May 15, 2000, of provisions in subsec. (c)(6)(E) of this section relating to reporting annually to the Congress, see section 3003 of Pub. L. 104–66, as amended, set out as a note under section 1113 of Title 31, Money and Finance, and page 13 of House Document No. 103–7.





Review by 3-Judge Panel



Section 322(c) of Pub. L. 99–660, as added by Pub. L. 101–502, §5(g)(2), Nov. 3, 1990, 104 Stat. 1288, and amended by Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516, provided that: "If the review authorized by section 2112(f) [42 U.S.C. 300aa–12(f)] is held invalid because the judgment of the United States Court of Federal Claims being reviewed did not arise from a case or controversy under Article III of the Constitution, such judgment shall be reviewed by a 3-judge panel of the United States Court of Federal Claims. Such panel shall not include the judge who participated in such judgment."



[Enactment of section 322(c) of Pub. L. 99–660 by section 5(g)(2) of Pub. L. 101–502, set out above, effective Nov. 14, 1986, see section 5(h) of Pub. L. 101–502, set out as an Effective Date of 1990 Amendment note under section 300aa–11 of this title.]






[bookmark: 300aa-12_1_target]1 So in original. Probably should be a reference to the United States Court of Federal Claims.





[bookmark: 300aa-12_2_target]2 So in original. Probably should be a reference to the United States Court of Federal Claims.










§300aa–13. Determination of eligibility and compensation





[bookmark: substructure-location_a]
(a) General rule



[bookmark: substructure-location_a_1]
(1) Compensation shall be awarded under the Program to a petitioner if the special master or court finds on the record as a whole—



[bookmark: substructure-location_a_1_A]
(A) that the petitioner has demonstrated by a preponderance of the evidence the matters required in the petition by section 300aa–11(c)(1) of this title, and



[bookmark: substructure-location_a_1_B]
(B) that there is not a preponderance of the evidence that the illness, disability, injury, condition, or death described in the petition is due to factors unrelated to the administration of the vaccine described in the petition.





The special master or court may not make such a finding based on the claims of a petitioner alone, unsubstantiated by medical records or by medical opinion.



[bookmark: substructure-location_a_2]
(2) For purposes of paragraph (1), the term "factors unrelated to the administration of the vaccine"—



[bookmark: substructure-location_a_2_A]
(A) does not include any idiopathic, unexplained, unknown, hypothetical, or undocumentable cause, factor, injury, illness, or condition, and



[bookmark: substructure-location_a_2_B]
(B) may, as documented by the petitioner's evidence or other material in the record, include infection, toxins, trauma (including birth trauma and related anoxia), or metabolic disturbances which have no known relation to the vaccine involved, but which in the particular case are shown to have been the agent or agents principally responsible for causing the petitioner's illness, disability, injury, condition, or death.



[bookmark: substructure-location_b]
(b) Matters to be considered



[bookmark: substructure-location_b_1]
(1) In determining whether to award compensation to a petitioner under the Program, the special master or court shall consider, in addition to all other relevant medical and scientific evidence contained in the record—



[bookmark: substructure-location_b_1_A]
(A) any diagnosis, conclusion, medical judgment, or autopsy or coroner's report which is contained in the record regarding the nature, causation, and aggravation of the petitioner's illness, disability, injury, condition, or death, and



[bookmark: substructure-location_b_1_B]
(B) the results of any diagnostic or evaluative test which are contained in the record and the summaries and conclusions.





Any such diagnosis, conclusion, judgment, test result, report, or summary shall not be binding on the special master or court. In evaluating the weight to be afforded to any such diagnosis, conclusion, judgment, test result, report, or summary, the special master or court shall consider the entire record and the course of the injury, disability, illness, or condition until the date of the judgment of the special master or court.



[bookmark: substructure-location_b_2]
(2) The special master or court may find the first symptom or manifestation of onset or significant aggravation of an injury, disability, illness, condition, or death described in a petition occurred within the time period described in the Vaccine Injury Table even though the occurrence of such symptom or manifestation was not recorded or was incorrectly recorded as having occurred outside such period. Such a finding may be made only upon demonstration by a preponderance of the evidence that the onset or significant aggravation of the injury, disability, illness, condition, or death described in the petition did in fact occur within the time period described in the Vaccine Injury Table.



[bookmark: substructure-location_c]
(c) "Record" defined



For purposes of this section, the term "record" means the record established by the special masters of the United States Court of Federal Claims in a proceeding on a petition filed under section 300aa–11 of this title.





(July 1, 1944, ch. 373, title XXI, §2113, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3763; amended Pub. L. 100–203, title IV, §4307(4), Dec. 22, 1987, 101 Stat. 1330–224; Pub. L. 101–239, title VI, §6601(j), Dec. 19, 1989, 103 Stat. 2290; Pub. L. 101–502, §5(c), Nov. 3, 1990, 104 Stat. 1287; Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516.)






Prior Provisions



A prior section 300aa–13, act July 1, 1944, §2114, was successively renumbered by subsequent acts and transferred, see section 238k of this title.



A prior section 2113 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238j of this title.





Amendments



1992—Subsec. (c). Pub. L. 102–572 substituted "United States Court of Federal Claims" for "United States Claims Court".



1990—Subsec. (c). Pub. L. 101–502 inserted "the" after "special masters of".



1989—Subsecs. (a)(1), (b). Pub. L. 101–239, §6601(j)(1), substituted "special master or court" for "court" wherever appearing.



Subsec. (c). Pub. L. 101–239, §6601(j)(2), inserted "special masters of" after "established by the".



1987—Subsec. (c). Pub. L. 100–203 substituted "the United States Claims Court" for "a district court of the United States".





Effective Date of 1992 Amendment



Amendment by Pub. L. 102–572 effective Oct. 29, 1992, see section 911 of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.



Effective Date of 1990 Amendment



Amendment by Pub. L. 101–502 effective Sept. 30, 1990, see section 5(h) of Pub. L. 101–502, set out as a note under section 300aa–11 of this title.



Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.











§300aa–14. Vaccine Injury Table





[bookmark: substructure-location_a]
(a) Initial table



The following is a table of vaccines, the injuries, disabilities, illnesses, conditions, and deaths resulting from the administration of such vaccines, and the time period in which the first symptom or manifestation of onset or of the significant aggravation of such injuries, disabilities, illnesses, conditions, and deaths is to occur after vaccine administration for purposes of receiving compensation under the Program:



VACCINE INJURY TABLE
			 			 			 




			I.
			DTP; P; DTP/Polio Combination; or Any Other Vaccine Containing Whole Cell Pertussis Bacteria, Extracted or Partial Cell Bacteria, or Specific Pertussis Antigen(s).
			





			 
			Illness, disability, injury, or condition covered:
			Time period for first symptom or manifestation of onset or of significant aggravation after vaccine administration:





			 
			A. Anaphylaxis or anaphylactic shock
			24 hours





			 
			B. Encephalopathy (or encephalitis)
			 3 days





			 
			C. Shock-collapse or hypotonic-hyporesponsive collapse
			 3 days





			 
			D. Residual seizure disorder in accordance with subsection (b)(2)
			 3 days





			 
			E. Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above which illness, disability, injury, or condition arose within the time period prescribed
			Not applicable





			II.
			Measles, mumps, rubella, or any vaccine containing any of the foregoing as a component; DT; Td; or Tetanus Toxoid.
			





			 
			A. Anaphylaxis or anaphylactic shock
			24 hours





			 
			B. Encephalopathy (or encephalitis)
			15 days (for mumps, rubella, measles, or any vaccine containing any of the foregoing as a component). 3 days (for DT, Td, or tetanus toxoid).





			 
			C. Residual seizure disorder in accordance with subsection (b)(2)
			15 days (for mumps, rubella, measles, or any vaccine containing any of the foregoing as a component). 3 days (for DT, Td, or tetanus toxoid).





			 
			D. Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above which illness, disability, injury, or condition arose within the time period prescribed
			Not applicable





			III.
			Polio Vaccines (other than Inactivated Polio Vaccine).
			





			 
			A. Paralytic polio
			





			 
			—in a non-immunodeficient recipient
			30 days





			 
			—in an immunodeficient recipient
			 6 months





			 
			—in a vaccine-associated community case
			Not applicable





			 
			B. Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above which illness, disability, injury, or condition arose within the time period prescribed
			Not applicable





			IV.
			Inactivated Polio Vaccine.
			





			 
			A. Anaphylaxis or anaphylactic shock
			24 hours





			 
			B. Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above which illness, disability, injury, or condition arose within the time period prescribed
			Not applicable










[bookmark: substructure-location_b]
(b) Qualifications and aids to interpretation



The following qualifications and aids to interpretation shall apply to the Vaccine Injury Table in subsection (a):



[bookmark: substructure-location_b_1]
(1) A shock-collapse or a hypotonic-hyporesponsive collapse may be evidenced by indicia or symptoms such as decrease or loss of muscle tone, paralysis (partial or complete), hemiplegia or hemiparesis, loss of color or turning pale white or blue, unresponsiveness to environmental stimuli, depression of consciousness, loss of consciousness, prolonged sleeping with difficulty arousing, or cardiovascular or respiratory arrest.



[bookmark: substructure-location_b_2]
(2) A petitioner may be considered to have suffered a residual seizure disorder if the petitioner did not suffer a seizure or convulsion unaccompanied by fever or accompanied by a fever of less than 102 degrees Fahrenheit before the first seizure or convulsion after the administration of the vaccine involved and if—



[bookmark: substructure-location_b_2_A]
(A) in the case of a measles, mumps, or rubella vaccine or any combination of such vaccines, the first seizure or convulsion occurred within 15 days after administration of the vaccine and 2 or more seizures or convulsions occurred within 1 year after the administration of the vaccine which were unaccompanied by fever or accompanied by a fever of less than 102 degrees Fahrenheit, and



[bookmark: substructure-location_b_2_B]
(B) in the case of any other vaccine, the first seizure or convulsion occurred within 3 days after administration of the vaccine and 2 or more seizures or convulsions occurred within 1 year after the administration of the vaccine which were unaccompanied by fever or accompanied by a fever of less than 102 degrees Fahrenheit.





[bookmark: substructure-location_b_3]
[bookmark: substructure-location_b_3_A]
(3)(A) The term "encephalopathy" means any significant acquired abnormality of, or injury to, or impairment of function of the brain. Among the frequent manifestations of encephalopathy are focal and diffuse neurologic signs, increased intracranial pressure, or changes lasting at least 6 hours in level of consciousness, with or without convulsions. The neurological signs and symptoms of encephalopathy may be temporary with complete recovery, or may result in various degrees of permanent impairment. Signs and symptoms such as high pitched and unusual screaming, persistent unconsolable crying, and bulging fontanel are compatible with an encephalopathy, but in and of themselves are not conclusive evidence of encephalopathy. Encephalopathy usually can be documented by slow wave activity on an electroencephalogram.



[bookmark: substructure-location_b_3_B]
(B) If in a proceeding on a petition it is shown by a preponderance of the evidence that an encephalopathy was caused by infection, toxins, trauma, or metabolic disturbances the encephalopathy shall not be considered to be a condition set forth in the table. If at the time a judgment is entered on a petition filed under section 300aa–11 of this title for a vaccine-related injury or death it is not possible to determine the cause, by a preponderance of the evidence, of an encephalopathy, the encephalopathy shall be considered to be a condition set forth in the table. In determining whether or not an encephalopathy is a condition set forth in the table, the court shall consider the entire medical record.



[bookmark: substructure-location_b_4]
(4) For purposes of paragraphs (2) and (3), the terms "seizure" and "convulsion" include grand mal, petit mal, absence, myoclonic, tonic-clonic, and focal motor seizures and signs. If a provision of the table to which paragraph (1), (2), (3), or (4) applies is revised under subsection (c) or (d), such paragraph shall not apply to such provision after the effective date of the revision unless the revision specifies that such paragraph is to continue to apply.



[bookmark: substructure-location_c]
(c) Administrative revision of table



[bookmark: substructure-location_c_1]
(1) The Secretary may promulgate regulations to modify in accordance with paragraph (3) the Vaccine Injury Table. In promulgating such regulations, the Secretary shall provide for notice and opportunity for a public hearing and at least 180 days of public comment.



[bookmark: substructure-location_c_2]
(2) Any person (including the Advisory Commission on Childhood Vaccines) may petition the Secretary to propose regulations to amend the Vaccine Injury Table. Unless clearly frivolous, or initiated by the Commission, any such petition shall be referred to the Commission for its recommendations. Following—



[bookmark: substructure-location_c_2_A]
(A) receipt of any recommendation of the Commission, or



[bookmark: substructure-location_c_2_B]
(B) 180 days after the date of the referral to the Commission,





whichever occurs first, the Secretary shall conduct a rulemaking proceeding on the matters proposed in the petition or publish in the Federal Register a statement of reasons for not conducting such proceeding.



[bookmark: substructure-location_c_3]
(3) A modification of the Vaccine Injury Table under paragraph (1) may add to, or delete from, the list of injuries, disabilities, illnesses, conditions, and deaths for which compensation may be provided or may change the time periods for the first symptom or manifestation of the onset or the significant aggravation of any such injury, disability, illness, condition, or death.



[bookmark: substructure-location_c_4]
(4) Any modification under paragraph (1) of the Vaccine Injury Table shall apply only with respect to petitions for compensation under the Program which are filed after the effective date of such regulation.



[bookmark: substructure-location_d]
(d) Role of Commission



Except with respect to a regulation recommended by the Advisory Commission on Childhood Vaccines, the Secretary may not propose a regulation under subsection (c) or any revision thereof, unless the Secretary has first provided to the Commission a copy of the proposed regulation or revision, requested recommendations and comments by the Commission, and afforded the Commission at least 90 days to make such recommendations.



[bookmark: substructure-location_e]
(e) Additional vaccines



[bookmark: substructure-location_e_1]
(1) Vaccines recommended before August 1, 1993



By August 1, 1995, the Secretary shall revise the Vaccine Injury Table included in subsection (a) to include—



[bookmark: substructure-location_e_1_A]
(A) vaccines which are recommended to the Secretary by the Centers for Disease Control and Prevention before August 1, 1993, for routine administration to children,



[bookmark: substructure-location_e_1_B]
(B) the injuries, disabilities, illnesses, conditions, and deaths associated with such vaccines, and



[bookmark: substructure-location_e_1_C]
(C) the time period in which the first symptoms or manifestations of onset or other significant aggravation of such injuries, disabilities, illnesses, conditions, and deaths associated with such vaccines may occur.



[bookmark: substructure-location_e_2]
(2) Vaccines recommended after August 1, 1993



When after August 1, 1993, the Centers for Disease Control and Prevention recommends a vaccine to the Secretary for routine administration to children, the Secretary shall, within 2 years of such recommendation, amend the Vaccine Injury Table included in subsection (a) to include—



[bookmark: substructure-location_e_2_A]
(A) vaccines which were recommended for routine administration to children,



[bookmark: substructure-location_e_2_B]
(B) the injuries, disabilities, illnesses, conditions, and deaths associated with such vaccines, and



[bookmark: substructure-location_e_2_C]
(C) the time period in which the first symptoms or manifestations of onset or other significant aggravation of such injuries, disabilities, illnesses, conditions, and deaths associated with such vaccines may occur.



[bookmark: substructure-location_e_3]
(3) Vaccines recommended for use in pregnant women



The Secretary shall revise the Vaccine Injury Table included in subsection (a), through the process described in subsection (c), to include vaccines recommended by the Centers for Disease Control and Prevention for routine administration in pregnant women and the information described in subparagraphs (B) and (C) of paragraph (2) with respect to such vaccines.





(July 1, 1944, ch. 373, title XXI, §2114, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3764; amended Pub. L. 101–239, title VI, §6601(k), Dec. 19, 1989, 103 Stat. 2290; Pub. L. 103–66, title XIII, §13632(a)(2), Aug. 10, 1993, 107 Stat. 645; Pub. L. 114–255, div. A, title III, §3093(c)(1), Dec. 13, 2016, 130 Stat. 1152.)






Prior Provisions



A prior section 300aa–14, act July 1, 1944, §2115, was successively renumbered by subsequent acts and transferred, see section 238l of this title.



A prior section 2114 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238k of this title.





Amendments



2016—Subsec. (e)(3). Pub. L. 114–255 added par. (3).



1993—Subsec. (e). Pub. L. 103–66 amended heading and text of subsec. (e) generally. Prior to amendment, text read as follows: "The Secretary may recommend to Congress revisions of the table to change the vaccines covered by the table."



1989—Subsec. (a). Pub. L. 101–239, §6601(k)(1), substituted "(b)(2)" for "(c)(2)" in items I.D. and II.C. in table.



Subsec. (b)(3)(B). Pub. L. 101–239, §6601(k)(2), substituted "300aa–11 of this title" for "300aa–11(b) of this title".





Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.





Revisions of Vaccine Injury Table



The Vaccine Injury Table as modified by regulations promulgated by the Secretary of Health and Human Services is set out at 42 CFR 100.3.



Pub. L. 103–66, title XIII, §13632(a)(3), Aug. 10, 1993, 107 Stat. 646, provided that: "A revision by the Secretary under section 2114(e) of the Public Health Service Act (42 U.S.C. 300aa–14(e)) (as amended by paragraph (2)) shall take effect upon the effective date of a tax enacted to provide funds for compensation paid with respect to the vaccine to be added to the vaccine injury table in section 2114(a) of the Public Health Service Act (42 U.S.C. 300aa–14(a))."











§300aa–15. Compensation





[bookmark: substructure-location_a]
(a) General rule



Compensation awarded under the Program to a petitioner under section 300aa–11 of this title for a vaccine-related injury or death associated with the administration of a vaccine after October 1, 1988, shall include the following:



[bookmark: substructure-location_a_1]
[bookmark: substructure-location_a_1_A]
(1)(A) Actual unreimbursable expenses incurred from the date of the judgment awarding such expenses and reasonable projected unreimbursable expenses which—



[bookmark: substructure-location_a_1_A_i]
(i) result from the vaccine-related injury for which the petitioner seeks compensation,



[bookmark: substructure-location_a_1_A_ii]
(ii) have been or will be incurred by or on behalf of the person who suffered such injury, and



[bookmark: substructure-location_a_1_A_iii]
[bookmark: substructure-location_a_1_A_iii_I]
(iii)(I) have been or will be for diagnosis and medical or other remedial care determined to be reasonably necessary, or



[bookmark: substructure-location_a_1_A_iii_II]
(II) have been or will be for rehabilitation, developmental evaluation, special education, vocational training and placement, case management services, counseling, emotional or behavioral therapy, residential and custodial care and service expenses, special equipment, related travel expenses, and facilities determined to be reasonably necessary.





[bookmark: substructure-location_a_1_B]
(B) Subject to section 300aa–16(a)(2) of this title, actual unreimbursable expenses incurred before the date of the judgment awarding such expenses which—



[bookmark: substructure-location_a_1_B_i]
(i) resulted from the vaccine-related injury for which the petitioner seeks compensation,



[bookmark: substructure-location_a_1_B_ii]
(ii) were incurred by or on behalf of the person who suffered such injury, and



[bookmark: substructure-location_a_1_B_iii]
(iii) were for diagnosis, medical or other remedial care, rehabilitation, developmental evaluation, special education, vocational training and placement, case management services, counseling, emotional or behavioral therapy, residential and custodial care and service expenses, special equipment, related travel expenses, and facilities determined to be reasonably necessary.
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(2) In the event of a vaccine-related death, an award of $250,000 for the estate of the deceased.



[bookmark: substructure-location_a_3]
[bookmark: substructure-location_a_3_A]
(3)(A) In the case of any person who has sustained a vaccine-related injury after attaining the age of 18 and whose earning capacity is or has been impaired by reason of such person's vaccine-related injury for which compensation is to be awarded, compensation for actual and anticipated loss of earnings determined in accordance with generally recognized actuarial principles and projections.



[bookmark: substructure-location_a_3_B]
(B) In the case of any person who has sustained a vaccine-related injury before attaining the age of 18 and whose earning capacity is or has been impaired by reason of such person's vaccine-related injury for which compensation is to be awarded and whose vaccine-related injury is of sufficient severity to permit reasonable anticipation that such person is likely to suffer impaired earning capacity at age 18 and beyond, compensation after attaining the age of 18 for loss of earnings determined on the basis of the average gross weekly earnings of workers in the private, non-farm sector, less appropriate taxes and the average cost of a health insurance policy, as determined by the Secretary.



[bookmark: substructure-location_a_4]
(4) For actual and projected pain and suffering and emotional distress from the vaccine-related injury, an award not to exceed $250,000.



[bookmark: substructure-location_b]
(b) Vaccines administered before effective date



Compensation awarded under the Program to a petitioner under section 300aa–11 of this title for a vaccine-related injury or death associated with the administration of a vaccine before October 1, 1988, may include the compensation described in paragraphs (1)(A) and (2) of subsection (a) and may also include an amount, not to exceed a combined total of $30,000, for—



[bookmark: substructure-location_b_1]
(1) lost earnings (as provided in paragraph (3) of subsection (a)),
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(2) pain and suffering (as provided in paragraph (4) of subsection (a)), and
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(3) reasonable attorneys' fees and costs (as provided in subsection (e).[bookmark: 300aa-15_1]1



[bookmark: substructure-location_c]
(c) Residential and custodial care and service



The amount of any compensation for residential and custodial care and service expenses under subsection (a)(1) shall be sufficient to enable the compensated person to remain living at home.
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(d) Types of compensation prohibited



Compensation awarded under the Program may not include the following:



[bookmark: substructure-location_d_1]
(1) Punitive or exemplary damages.



[bookmark: substructure-location_d_2]
(2) Except with respect to compensation payments under paragraphs (2) and (3) of subsection (a), compensation for other than the health, education, or welfare of the person who suffered the vaccine-related injury with respect to which the compensation is paid.



[bookmark: substructure-location_e]
(e) Attorneys' fees



[bookmark: substructure-location_e_1]
(1) In awarding compensation on a petition filed under section 300aa–11 of this title the special master or court shall also award as part of such compensation an amount to cover—



[bookmark: substructure-location_e_1_A]
(A) reasonable attorneys' fees, and



[bookmark: substructure-location_e_1_B]
(B) other costs,





incurred in any proceeding on such petition. If the judgment of the United States Court of Federal Claims on such a petition does not award compensation, the special master or court may award an amount of compensation to cover petitioner's reasonable attorneys' fees and other costs incurred in any proceeding on such petition if the special master or court determines that the petition was brought in good faith and there was a reasonable basis for the claim for which the petition was brought.



[bookmark: substructure-location_e_2]
(2) If the petitioner, before October 1, 1988, filed a civil action for damages for any vaccine-related injury or death for which compensation may be awarded under the Program, and petitioned under section 300aa–11(a)(5) of this title to have such action dismissed and to file a petition for compensation under the Program, in awarding compensation on such petition the special master or court may include an amount of compensation limited to the costs and expenses incurred by the petitioner and the attorney of the petitioner before October 1, 1988, in preparing, filing, and prosecuting such civil action (including the reasonable value of the attorney's time if the civil action was filed under contingent fee arrangements).



[bookmark: substructure-location_e_3]
(3) No attorney may charge any fee for services in connection with a petition filed under section 300aa–11 of this title which is in addition to any amount awarded as compensation by the special master or court under paragraph (1).



[bookmark: substructure-location_f]
(f) Payment of compensation



[bookmark: substructure-location_f_1]
(1) Except as provided in paragraph (2), no compensation may be paid until an election has been made, or has been deemed to have been made, under section 300aa–21(a) of this title to receive compensation.



[bookmark: substructure-location_f_2]
(2) Compensation described in subsection (a)(1)(A)(iii) shall be paid from the date of the judgment of the United States Court of Federal Claims under section 300aa–12 of this title awarding the compensation. Such compensation may not be paid after an election under section 300aa–21(a) of this title to file a civil action for damages for the vaccine-related injury or death for which such compensation was awarded.



[bookmark: substructure-location_f_3]
(3) Payments of compensation under the Program and the costs of carrying out the Program shall be exempt from reduction under any order issued under part C of the Balanced Budget and Emergency Deficit Control Act of 1985 [2 U.S.C. 900 et seq.].
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[bookmark: substructure-location_f_4_A]
(4)(A) Except as provided in subparagraph (B), payment of compensation under the Program shall be determined on the basis of the net present value of the elements of the compensation and shall be paid from the Vaccine Injury Compensation Trust Fund established under section 9510 of title 26 in a lump sum of which all or a portion may be used as ordered by the special master to purchase an annuity or otherwise be used, with the consent of the petitioner, in a manner determined by the special master to be in the best interests of the petitioner.



[bookmark: substructure-location_f_4_B]
(B) In the case of a payment of compensation under the Program to a petitioner for a vaccine-related injury or death associated with the administration of a vaccine before October 1, 1988, the compensation shall be determined on the basis of the net present value of the elements of compensation and shall be paid from appropriations made available under subsection (j) in a lump sum of which all or a portion may be used as ordered by the special master to purchase an annuity or otherwise be used, with the consent of the petitioner, in a manner determined by the special master to be in the best interests of the petitioner. Any reasonable attorneys' fees and costs shall be paid in a lump sum. If the appropriations under subsection (j) are insufficient to make a payment of an annual installment, the limitation on civil actions prescribed by section 300aa–21(a) of this title shall not apply to a civil action for damages brought by the petitioner entitled to the payment.



[bookmark: substructure-location_f_4_C]
(C) In purchasing an annuity under subparagraph (A) or (B), the Secretary may purchase a guarantee for the annuity, may enter into agreements regarding the purchase price for and rate of return of the annuity, and may take such other actions as may be necessary to safeguard the financial interests of the United States regarding the annuity. Any payment received by the Secretary pursuant to the preceding sentence shall be paid to the Vaccine Injury Compensation Trust Fund established under section 9510 of title 26, or to the appropriations account from which the funds were derived to purchase the annuity, whichever is appropriate.
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(g) Program not primarily liable



Payment of compensation under the Program shall not be made for any item or service to the extent that payment has been made, or can reasonably be expected to be made, with respect to such item or service (1) under any State compensation program, under an insurance policy, or under any Federal or State health benefits program (other than under title XIX of the Social Security Act [42 U.S.C. 1396 et seq.]), or (2) by an entity which provides health services on a prepaid basis.



[bookmark: substructure-location_h]
(h) Liability of health insurance carriers, prepaid health plans, and benefit providers



No policy of health insurance may make payment of benefits under the policy secondary to the payment of compensation under the Program and—



[bookmark: substructure-location_h_1]
(1) no State, and



[bookmark: substructure-location_h_2]
(2) no entity which provides health services on a prepaid basis or provides health benefits,





may make the provision of health services or health benefits secondary to the payment of compensation under the Program, except that this subsection shall not apply to the provision of services or benefits under title XIX of the Social Security Act [42 U.S.C. 1396 et seq.].



[bookmark: substructure-location_i]
(i) Source of compensation



[bookmark: substructure-location_i_1]
(1) Payment of compensation under the Program to a petitioner for a vaccine-related injury or death associated with the administration of a vaccine before October 1, 1988, shall be made by the Secretary from appropriations under subsection (j).



[bookmark: substructure-location_i_2]
(2) Payment of compensation under the Program to a petitioner for a vaccine-related injury or death associated with the administration of a vaccine on or after October 1, 1988, shall be made from the Vaccine Injury Compensation Trust Fund established under section 9510 of title 26.



[bookmark: substructure-location_j]
(j) Authorization



For the payment of compensation under the Program to a petitioner for a vaccine-related injury or death associated with the administration of a vaccine before October 1, 1988, there are authorized to be appropriated to the Department of Health and Human Services $80,000,000 for fiscal year 1989, $80,000,000 for fiscal year 1990, $80,000,000 for fiscal year 1991, $80,000,000 for fiscal year 1992, $110,000,000 for fiscal year 1993, and $110,000,000 for each succeeding fiscal year in which a payment of compensation is required under subsection (f)(4)(B). Amounts appropriated under this subsection shall remain available until expended.





(July 1, 1944, ch. 373, title XXI, §2115, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3767; amended Pub. L. 100–203, title IV, §§4302(b), 4303(a)–(d)(1), (e), (g), 4307(5), (6), Dec. 22, 1987, 101 Stat. 1330–221 to 1330-223, 1330-225; Pub. L. 100–360, title IV, §411(o)(1), July 1, 1988, 102 Stat. 808; Pub. L. 101–239, title VI, §6601(c)(8), (l), Dec. 19, 1989, 103 Stat. 2286, 2290; Pub. L. 101–502, §5(d), Nov. 3, 1990, 104 Stat. 1287; Pub. L. 102–168, title II, §201(e), (f), Nov. 26, 1991, 105 Stat. 1103; Pub. L. 102–531, title III, §314, Oct. 27, 1992, 106 Stat. 3508; Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516; Pub. L. 103–66, title XIII, §13632(b), Aug. 10, 1993, 107 Stat. 646.)






References in Text



The Balanced Budget and Emergency Deficit Control Act of 1985, referred to in subsec. (f)(3), is title II of Pub. L. 99–177, Dec. 12, 1985, 99 Stat. 1038. Part C of the Act is classified generally to subchapter I (§900 et seq.) of chapter 20 of Title 2, The Congress. For complete classification of this Act to the Code, see Short Title note set out under section 900 of Title 2 and Tables.



The Social Security Act, referred to in subsecs. (g) and (h), is act Aug. 14, 1935, ch. 531, 49 Stat. 620, as amended. Title XIX of the Social Security Act is classified generally to subchapter XIX (§1396 et seq.) of chapter 7 of this title. For complete classification of this Act to the Code, see section 1305 of this title and Tables.





Codification



In subsecs. (a), (b), (e)(2), (f)(4)(B), (i), and (j), "October 1, 1988" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Prior Provisions



A prior section 300aa–15, act July 1, 1944, §2116, was successively renumbered by subsequent acts and transferred, see section 238m of this title.



A prior section 2115 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238l of this title.





Amendments



1993—Subsec. (j). Pub. L. 103–66 substituted "$110,000,000 for each succeeding fiscal year" for "$80,000,000 for each succeeding fiscal year".



1992—Subsecs. (e)(1), (f)(2). Pub. L. 102–572 substituted "United States Court of Federal Claims" for "United States Claims Court".



Subsec. (j). Pub. L. 102–531 increased authorization for fiscal year 1993 from $80,000,000 to $110,000,000.



1991—Subsec. (f)(4)(A). Pub. L. 102–168, §201(e)(1)(A), (2), struck out "of the proceeds" after "portion" and substituted "Vaccine Injury Compensation Trust Fund established under section 9510 of title 26" for "trust fund".



Subsec. (f)(4)(B). Pub. L. 102–168, §201(e)(1)(B), which directed substitution of "shall be paid from appropriations made available under subsection (j) in a lump sum of which all or a portion" for "paid in 4 equal installments of which all or portion of the proceeds" was executed by making the substitution for "paid in 4 equal annual installments of which all or a portion of the proceeds" to reflect the probable intent of Congress.



Subsec. (f)(4)(C). Pub. L. 102–168, §201(f), added subpar. (C).



1990—Subsec. (e)(2). Pub. L. 101–502, §5(d)(1), inserted "of compensation" before "limited to the costs".



Subsec. (f)(2). Pub. L. 101–502, §5(d)(2)(A), substituted "section 300aa–21(a)" for "section 300aa–21(b)".



Subsec. (f)(4)(B). Pub. L. 101–502, §5(d)(2)(B), substituted "subsection (j)" for "subsection (i)" and "the limitation on civil actions prescribed by section 300aa–21(a) of this title" for "section 300aa–11(a) of this title".



Subsec. (j). Pub. L. 101–502, §5(d)(3), inserted before period at end of first sentence ", and $80,000,000 for each succeeding fiscal year in which a payment of compensation is required under subsection (f)(4)(B)".



1989—Subsec. (b). Pub. L. 101–239, §6601(l)(1), substituted "may include the compensation described in paragraphs (1)(A) and (2) of subsection (a) and may also include an amount, not to exceed a combined total of $30,000, for—" and cls. (1) to (3) for "may not include the compensation described in paragraph (1)(B) of subsection (a) of this section and may include attorneys' fees and other costs included in a judgment under subsection (e) of this section, except that the total amount that may be paid as compensation under paragraphs (3) and (4) of subsection (a) of this section and included as attorneys' fees and other costs under subsection (e) of this section may not exceed $30,000."



Subsec. (e)(1). Pub. L. 101–239, §6601(l)(2)(A), substituted "In awarding compensation on a petition filed under section 300aa–11 of this title the special master or court shall also award as part of such compensation an amount to cover" for "The judgment of the United States Claims Court on a petition filed under section 300aa–11 of this title awarding compensation shall include an amount to cover".



Pub. L. 101–239, §6601(l)(2)(B), (C), substituted "the special master or court may award an amount of compensation to cover" for "the court may include in the judgment an amount to cover" and "the special master or court determines that the petition was brought in good faith and there was a reasonable basis for the claim for which the petition" for "the court determines that the civil action was brought in good faith and there was a reasonable basis for the claim for which the civil action".



Subsec. (e)(2). Pub. L. 101–239, §6601(l)(2)(D), which directed amendment of par. (2) by substituting "the special master or court may also award an amount of compensation" for "the judgment of the court on such petition may include an amount", could not be executed because of the prior amendment by Pub. L. 101–239, §6601(c)(8)(B), see Amendment note below.



Pub. L. 101–239, §6601(c)(8), substituted "and petitioned under section 300aa–11(a)(5) of this title to have such action dismissed" for "and elected under section 300aa–11(a)(4) of this title to withdraw such action" and "in awarding compensation on such petition the special master or court may include" for "the judgment of the court on such petition may include".



Subsec. (e)(3). Pub. L. 101–239, §6601(l)(2)(E), substituted "awarded as compensation by the special master or court under paragraph (1)" for "included under paragraph (1) in a judgment on such petition".



Subsec. (f)(3). Pub. L. 101–239, §6601(l)(3)(A), inserted "under the Program and the costs of carrying out the Program" after "Payments of compensation".



Subsec. (f)(4)(A). Pub. L. 101–239, §6601(l)(3)(B), struck out "made in a lump sum" after "the Program shall be" and inserted "and shall be paid from the trust fund in a lump sum of which all or a portion of the proceeds may be used as ordered by the special master to purchase an annuity or otherwise be used, with the consent of the petitioner, in a manner determined by the special master to be in the best interests of the petitioner" after "elements of the compensation".



Subsec. (f)(4)(B). Pub. L. 101–239, §6601(l)(3)(C), substituted "determined on the basis of the net present value of the elements of compensation and paid in 4 equal annual installments of which all or a portion of the proceeds may be used as ordered by the special master to purchase an annuity or otherwise be used, with the consent of the petitioner, in a manner determined by the special master to be in the best interests of the petitioner. Any reasonable attorneys' fees and costs shall be paid in a lump sum" for "paid in 4 equal annual installments".



Subsec. (g). Pub. L. 101–239, §6601(l)(4)(A), inserted "(other than under title XIX of the Social Security Act)" after "State health benefits program".



Subsec. (h). Pub. L. 101–239, §6601(l)(4)(B), inserted before period at end ", except that this subsection shall not apply to the provision of services or benefits under title XIX of the Social Security Act".



Subsec. (i)(1). Pub. L. 101–239, §6601(l)(5), which directed amendment of par. (1) by substituting "(j)" for "(i)", could not be executed because "(i)" did not appear.



Subsec. (j). Pub. L. 101–239, §6601(l)(6), struck out "and" after "fiscal year 1991," and inserted ", $80,000,000 for fiscal year 1993" after "fiscal year 1992".



1988—Subsec. (i)(1). Pub. L. 100–360, §411(o)(1)(A), substituted "by the Secretary from appropriations under subsection (j)" for "from appropriations under subsection (i)".



Subsec. (j). Pub. L. 100–360, §411(o)(1)(B), inserted "to the Department of Health and Human Services".



1987—Subsec. (a). Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Pub. L. 100–203, §4303(d)(1)(A), struck out last two sentences which read as follows: "Payments for projected expenses shall be paid on a periodic basis (but no payment may be made for a period in excess of 1 year). Payments for pain and suffering and emotional distress and incurred expenses may be paid in a lump sum."



Subsec. (a)(1). Pub. L. 100–203, §4303(c), struck out last sentence of subpars. (A) and (B) each of which read as follows: "The amount of unreimbursable expenses which may be recovered under this subparagraph shall be limited to the amount in excess of the amount set forth in section 300aa–11(c)(1)(D)(ii) of this title."



Subsec. (b). Pub. L. 100–203, §4303(e), substituted "may not include the compensation described in paragraph (1)(B) of subsection (a) of this section and may include attorneys' fees and other costs included in a judgment under subsection (e) of this section, except that the total amount that may be paid as compensation under paragraphs (3) and (4) of subsection (a) of this section and included as attorneys' fees and other costs under subsection (e) of this section may not exceed $30,000" for "shall only include the compensation described in paragraphs (1)(A) and (2) of subsection (a) of this section".



Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (e)(1). Pub. L. 100–203, §4307(5), substituted "of the United States Claims Court" for "of a court" in two places.



Subsec. (e)(2). Pub. L. 100–203, §4302(b), substituted "effective date of this subpart, filed a" for "effective date of this subchapter, filed a" and "effective date of this subpart in preparing" for "effective date of this part in preparing".



Subsec. (f). Pub. L. 100–203, §4303(d)(1)(B), (g), added par. (4) and redesignated a second subsec. (f), relating to the Program not being primarily liable, as subsec. (g).



Subsec. (f)(2). Pub. L. 100–203, §4307(6), substituted "United States Claims Court" for "district court of the United States".



Subsecs. (g), (h). Pub. L. 100–203, §4303(g), redesignated a second subsec. (f), relating to the Program not being liable, as (g) and redesignated former subsec. (g) as (h).



Subsecs. (i), (j). Pub. L. 100–203, §4303(a), (b), added subsecs. (i) and (j).





Effective Date of 1992 Amendment



Amendment by Pub. L. 102–572 effective Oct. 29, 1992, see section 911 of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.



Effective Date of 1991 Amendment



Amendment by section 201(f) of Pub. L. 102–168 effective as if in effect on and after Oct. 1, 1988, see section 201(i)(2) of Pub. L. 102–168, set out as a note under section 300aa–11 of this title.



Effective Date of 1990 Amendment



Amendment by Pub. L. 101–502 effective Sept. 30, 1990, see section 5(h) of Pub. L. 101–502, set out as a note under section 300aa–11 of this title.



Effective Date of 1989 Amendment



Amendment by Pub. L. 101–239 applicable to all pending and subsequently filed petitions, see section 6601(s)(2) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.



Effective Date of 1988 Amendment



Except as specifically provided in section 411 of Pub. L. 100–360, amendment by Pub. L. 100–360, as it relates to a provision in the Omnibus Budget Reconciliation Act of 1987, Pub. L. 100–203, effective as if included in the enactment of that provision in Pub. L. 100–203, see section 411(a) of Pub. L. 100–360, set out as a Reference to OBRA; Effective Date note under section 106 of Title 1, General Provisions.
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§300aa–16. Limitations of actions
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(a) General rule



In the case of—



[bookmark: substructure-location_a_1]
(1) a vaccine set forth in the Vaccine Injury Table which is administered before October 1, 1988, if a vaccine-related injury or death occurred as a result of the administration of such vaccine, no petition may be filed for compensation under the Program for such injury or death after the expiration of 28 months after October 1, 1988, and no such petition may be filed if the first symptom or manifestation of onset or of the significant aggravation of such injury occurred more than 36 months after the date of administration of the vaccine,



[bookmark: substructure-location_a_2]
(2) a vaccine set forth in the Vaccine Injury Table which is administered after October 1, 1988, if a vaccine-related injury occurred as a result of the administration of such vaccine, no petition may be filed for compensation under the Program for such injury after the expiration of 36 months after the date of the occurrence of the first symptom or manifestation of onset or of the significant aggravation of such injury, and



[bookmark: substructure-location_a_3]
(3) a vaccine set forth in the Vaccine Injury Table which is administered after October 1, 1988, if a death occurred as a result of the administration of such vaccine, no petition may be filed for compensation under the Program for such death after the expiration of 24 months from the date of the death and no such petition may be filed more than 48 months after the date of the occurrence of the first symptom or manifestation of onset or of the significant aggravation of the injury from which the death resulted.



[bookmark: substructure-location_b]
(b) Effect of revised table



If at any time the Vaccine Injury Table is revised and the effect of such revision is to 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, such person may, notwithstanding section 300aa–11(b)(2) of this title, file a petition for such compensation not later than 2 years after the effective date of the revision, except that no compensation may be provided under the Program with respect to a vaccine-related injury or death covered under the revision of the table if—



[bookmark: substructure-location_b_1]
(1) the vaccine-related death occurred more than 8 years before the date of the revision of the table, or



[bookmark: substructure-location_b_2]
(2) the vaccine-related injury occurred more than 8 years before the date of the revision of the table.
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(c) State limitations of actions



If a petition is filed under section 300aa–11 of this title for a vaccine-related injury or death, limitations of actions under State law shall be stayed with respect to a civil action brought for such injury or death for the period beginning on the date the petition is filed and ending on the date (1) an election is made under section 300aa–21(a) of this title to file the civil action or (2) an election is made under section 300aa–21(b) of this title to withdraw the petition.





(July 1, 1944, ch. 373, title XXI, §2116, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3769; amended Pub. L. 100–203, title IV, §4302(b)(2), Dec. 22, 1987, 101 Stat. 1330–221; Pub. L. 101–239, title VI, §6601(m)(1), Dec. 19, 1989, 103 Stat. 2291; Pub. L. 101–502, §5(e), Nov. 3, 1990, 104 Stat. 1287; Pub. L. 102–168, title II, §201(d)(2), Nov. 26, 1991, 105 Stat. 1103; Pub. L. 103–66, title XIII, §13632(a)(1), Aug. 10, 1993, 107 Stat. 645.)






Codification



In subsec. (a)(1) to (3), "October 1, 1988" and "October 1, 1988," substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Prior Provisions



A prior section 2116 of act July 1, 1944, was successively renumbered by subsequent acts and transferred, see section 238m of this title.





Amendments



1993—Subsec. (b). Pub. L. 103–66 substituted "or to significantly increase the likelihood of obtaining compensation, such person may, notwithstanding section 300aa–11(b)(2) of this title, file" for "such person may file".



1991—Subsec. (c). Pub. L. 102–168 substituted "or (2)" for ", (2)" and struck out ", or (3) the petition is considered withdrawn under section 300aa–21(b) of this title."



1990—Subsec. (a)(1). Pub. L. 101–502, §5(e)(1), substituted "28 months" for "24 months" and inserted before comma at end "and no such petition may be filed if the first symptom or manifestation of onset or of the significant aggravation of such injury occurred more than 36 months after the date of administration of the vaccine".



Subsec. (c). Pub. L. 101–502, §5(e)(2), substituted "and ending on the date (1) an election is made under section 300aa–21(a) of this title to file the civil action, (2) an election is made under section 300aa–21(b) of this title to withdraw the petition, or (3) the petition is considered withdrawn under section 300aa–21(b) of this title" for "and ending on the date a final judgment is entered on the petition".



1989—Subsec. (c). Pub. L. 101–239 substituted "300aa–11 of this title" for "300aa–11(b) of this title".



1987—Subsec. (a). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this subchapter" in pars. (1) to (3).





Effective Date of 1991 Amendment



Amendment by Pub. L. 102–168 effective as if in effect on and after Oct. 1, 1988, see section 201(i)(2) of Pub. L. 102–168, set out as a note under section 300aa–11 of this title.



Effective Date of 1990 Amendment



Amendment by Pub. L. 101–502 effective Sept. 30, 1990, see section 5(h) of Pub. L. 101–502, set out as a note under section 300aa–11 of this title.



Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.











§300aa–17. Subrogation





[bookmark: substructure-location_a]
(a) General rule



Upon payment of compensation to any petitioner under the Program, the trust fund which has been established to provide such compensation shall be subrograted [bookmark: 300aa-17_1]1 to all rights of the petitioner with respect to the vaccine-related injury or death for which compensation was paid, except that the trust fund may not recover under such rights an amount greater than the amount of compensation paid to the petitioner.



[bookmark: substructure-location_b]
(b) Disposition of amounts recovered



Amounts recovered under subsection (a) shall be collected on behalf of, and deposited in, the Vaccine Injury Compensation Trust Fund established under section 9510 of title 26.





(July 1, 1944, ch. 373, title XXI, §2117, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3770; amended Pub. L. 100–203, title IV, §4307(7), Dec. 22, 1987, 101 Stat. 1330–225; Pub. L. 101–239, title VI, §6601(m)(2), Dec. 19, 1989, 103 Stat. 2291.)






Amendments



1989—Subsec. (b). Pub. L. 101–239 substituted "the Vaccine Injury Compensation Trust Fund established under section 9510 of title 26" for "the trust fund which has been established to provide compensation under the Program".



1987—Subsec. (a). Pub. L. 100–203 struck out par. (1) designation before "Upon" and struck out par. (2) which read as follows: "In any case in which it deems such action appropriate, a district court of the United States may, after entry of a final judgment providing for compensation to be paid under section 300aa–15 of this title for a vaccine-related injury or death, refer the record of such proceeding to the Secretary and the Attorney General with such recommendation as the court deems appropriate with respect to the investigation or commencement of a civil action by the Secretary under paragraph (1)."





Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.






[bookmark: 300aa-17_1_target]1 So in original. Probably should be "subrogated".










§300aa–18. Repealed. Pub. L. 100–203, title IV, §4303(d)(2)(B), Dec. 22, 1987, 101 Stat. 1330–222





Section, act July 1, 1944, ch. 373, title XXI, §2118, as added Nov. 14, 1986, Pub. L. 99–660, title III, §311(a), 100 Stat. 3771, provided for annual increases for inflation of compensation under subsections (a)(2) and (a)(4) of section 300aa–15 of this title and civil penalty under section 300aa–27(b) of this title.










§300aa–19. Advisory Commission on Childhood Vaccines





[bookmark: substructure-location_a]
(a) Establishment



There is established the Advisory Commission on Childhood Vaccines. The Commission shall be composed of:



[bookmark: substructure-location_a_1]
(1) Nine members appointed by the Secretary as follows:



[bookmark: substructure-location_a_1_A]
(A) Three members who are health professionals, who are not employees of the United States, and who have expertise in the health care of children, the epidemiology, etiology, and prevention of childhood diseases, and the adverse reactions associated with vaccines, of whom at least two shall be pediatricians.



[bookmark: substructure-location_a_1_B]
(B) Three members from the general public, of whom at least two shall be legal representatives of children who have suffered a vaccine-related injury or death.



[bookmark: substructure-location_a_1_C]
(C) Three members who are attorneys, of whom at least one shall be an attorney whose specialty includes representation of persons who have suffered a vaccine-related injury or death and of whom one shall be an attorney whose specialty includes representation of vaccine manufacturers.





[bookmark: substructure-location_a_2]
(2) The Director of the National Institutes of Health, the Assistant Secretary for Health, the Director of the Centers for Disease Control and Prevention, and the Commissioner of Food and Drugs (or the designees of such officials), each of whom shall be a nonvoting ex officio member.





The Secretary shall select members of the Commission within 90 days of October 1, 1988. The members of the Commission shall select a Chair from among the members.



[bookmark: substructure-location_b]
(b) Term of office



Appointed members of the Commission shall be appointed for a term of office of 3 years, except that of the members first appointed, 3 shall be appointed for a term of 1 year, 3 shall be appointed for a term of 2 years, and 3 shall be appointed for a term of 3 years, as determined by the Secretary.



[bookmark: substructure-location_c]
(c) Meetings



The Commission shall first meet within 60 days after all members of the Commission are appointed, and thereafter shall meet not less often than four times per year and at the call of the chair. A quorum for purposes of a meeting is 5. A decision at a meeting is to be made by a ballot of a majority of the voting members of the Commission present at the meeting.



[bookmark: substructure-location_d]
(d) Compensation



Members of the Commission who are officers or employees of the Federal Government shall serve as members of the Commission without compensation in addition to that received in their regular public employment. Members of the Commission who are not officers or employees of the Federal Government shall be compensated at a rate not to exceed the daily equivalent of the rate in effect for grade GS–18 of the General Schedule for each day (including traveltime) they are engaged in the performance of their duties as members of the Commission. All members, while so serving away from their homes or regular places of business, may be allowed travel expenses, including per diem in lieu of subsistence, in the same manner as such expenses are authorized by section 5703 of title 5 for employees serving intermittently.



[bookmark: substructure-location_e]
(e) Staff



The Secretary shall provide the Commission with such professional and clerical staff, such information, and the services of such consultants as may be necessary to assist the Commission in carrying out effectively its functions under this section.



[bookmark: substructure-location_f]
(f) Functions



The Commission shall—



[bookmark: substructure-location_f_1]
(1) advise the Secretary on the implementation of the Program,



[bookmark: substructure-location_f_2]
(2) on its own initiative or as the result of the filing of a petition, recommend changes in the Vaccine Injury Table,



[bookmark: substructure-location_f_3]
(3) advise the Secretary in implementing the Secretary's responsibilities under section 300aa–27 of this title regarding the need for childhood vaccination products that result in fewer or no significant adverse reactions,



[bookmark: substructure-location_f_4]
(4) survey Federal, State, and local programs and activities relating to the gathering of information on injuries associated with the administration of childhood vaccines, including the adverse reaction reporting requirements of section 300aa–25(b) of this title, and advise the Secretary on means to obtain, compile, publish, and use credible data related to the frequency and severity of adverse reactions associated with childhood vaccines, and



[bookmark: substructure-location_f_5]
(5) recommend to the Director of the National Vaccine Program research related to vaccine injuries which should be conducted to carry out this part.





(July 1, 1944, ch. 373, title XXI, §2119, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3771; amended Pub. L. 100–203, title IV, §4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221; Pub. L. 102–168, title II, §201(g), Nov. 26, 1991, 105 Stat. 1104; Pub. L. 102–531, title III, §312(d)(14), Oct. 27, 1992, 106 Stat. 3505.)






Codification



In subsec. (a), "October 1, 1988" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1992—Subsec. (a)(2). Pub. L. 102–531 substituted "Centers for Disease Control and Prevention" for "Centers for Disease Control".



1991—Subsec. (c). Pub. L. 102–168 inserted "present at the meeting" before period at end.



1987—Subsec. (a). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this part" in last sentence.





Termination of Advisory Commissions



Advisory commissions established after Jan. 5, 1973, to terminate not later than the expiration of the 2-year period beginning on the date of their establishment, unless, in the case of a commission established by the President or an officer of the Federal Government, such commission is renewed by appropriate action prior to the expiration of such 2-year period, or in the case of a commission established by the Congress, its duration is otherwise provided by law. See sections 3(2) and 14 of Pub. L. 92–463, Oct. 6, 1972, 86 Stat. 776, set out in the Appendix to Title 5, Government Organization and Employees.



Pub. L. 93–641, §6, Jan. 4, 1975, 88 Stat. 2275, set out as a note under section 217a of this title, provided that an advisory committee established pursuant to the Public Health Service Act shall terminate at such time as may be specifically prescribed by an Act of Congress enacted after Jan. 4, 1975.





References in Other Laws to GS–16, 17, or 18 Pay Rates



References in laws to the rates of pay for GS–16, 17, or 18, or to maximum rates of pay under the General Schedule, to be considered references to rates payable under specified sections of Title 5, Government Organization and Employees, see section 529 [title I, §101(c)(1)] of Pub. L. 101–509, set out in a note under section 5376 of Title 5.











subpart b—additional remedies










§300aa–21. Authority to bring actions





[bookmark: substructure-location_a]
(a) Election



After judgment has been entered by the United States Court of Federal Claims or, if an appeal is taken under section 300aa–12(f) of this title, after the appellate court's mandate is issued, the petitioner who filed the petition under section 300aa–11 of this title shall file with the clerk of the United States Court of Federal Claims—



[bookmark: substructure-location_a_1]
(1) if the judgment awarded compensation, an election in writing to receive the compensation or to file a civil action for damages for such injury or death, or



[bookmark: substructure-location_a_2]
(2) if the judgment did not award compensation, an election in writing to accept the judgment or to file a civil action for damages for such injury or death.





An election shall be filed under this subsection not later than 90 days after the date of the court's final judgment with respect to which the election is to be made. If a person required to file an election with the court under this subsection does not file the election within the time prescribed for filing the election, such person shall be deemed to have filed an election to accept the judgment of the court. If a person elects to receive compensation under a judgment of the court in an action for a vaccine-related injury or death associated with the administration of a vaccine before October 1, 1988, or is deemed to have accepted the judgment of the court in such an action, such person may not bring or maintain a civil action for damages against a vaccine administrator or manufacturer for the vaccine-related injury or death for which the judgment was entered. For limitations on the bringing of civil actions for vaccine-related injuries or deaths associated with the administration of a vaccine after October 1, 1988, see section 300aa–11(a)(2) of this title.



[bookmark: substructure-location_b]
(b) Continuance or withdrawal of petition



A petitioner under a petition filed under section 300aa–11 of this title may submit to the United States Court of Federal Claims a notice in writing choosing to continue or to withdraw the petition if—



[bookmark: substructure-location_b_1]
(1) a special master fails to make a decision on such petition within the 240 days prescribed by section 300aa–12(d)(3)(A)(ii) of this title (excluding (i) any period of suspension under section 300aa–12(d)(3)(C) or 300aa–12(d)(3)(D) of this title, and (ii) any days the petition is before a special master as a result of a remand under section 300aa–12(e)(2)(C) of this title), or



[bookmark: substructure-location_b_2]
(2) the court fails to enter a judgment under section 300aa–12 of this title on the petition within 420 days (excluding (i) any period of suspension under section 300aa–12(d)(3)(C) or 300aa–12(d)(3)(D) of this title, and (ii) any days the petition is before a special master as a result of a remand under section 300aa–12(e)(2)(C) of this title) after the date on which the petition was filed.





Such a notice shall be filed within 30 days of the provision of the notice required by section 300aa–12(g) of this title.



[bookmark: substructure-location_c]
(c) Limitations of actions



A civil action for damages arising from a vaccine-related injury or death for which a petition was filed under section 300aa–11 of this title shall, except as provided in section 300aa–16(c) of this title, be brought within the period prescribed by limitations of actions under State law applicable to such civil action.





(July 1, 1944, ch. 373, title XXI, §2121, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3772; amended Pub. L. 100–203, title IV, §§4304(c), 4307(8), 4308(c), Dec. 22, 1987, 101 Stat. 1330–224, 1330-225; Pub. L. 100–360, title IV, §411(o)(3)(A), July 1, 1988, 102 Stat. 808; Pub. L. 101–239, title VI, §6601(n), Dec. 19, 1989, 103 Stat. 2291; Pub. L. 101–502, §5(f), Nov. 3, 1990, 104 Stat. 1287; Pub. L. 102–168, title II, §201(d)(3), Nov. 26, 1991, 105 Stat. 1103; Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516.)






Codification



In subsec. (a), "October 1, 1988," and "October 1, 1988" substituted for "the effective date of this part".





Amendments



1992—Subsecs. (a), (b). Pub. L. 102–572 substituted "United States Court of Federal Claims" for "United States Claims Court" wherever appearing.



1991—Subsec. (b). Pub. L. 102–168 substituted "Continuance or withdrawal of petition" for "Withdrawal of petition" in heading, redesignated introductory provisions of par. (1) as introductory provisions of subsec. (b) and substituted "a notice in writing choosing to continue or to withdraw the petition" for "a notice in writing withdrawing the petition", redesignated subpars. (A) and (B) of former par. (1) as pars. (1) and (2), respectively, and realigned margins, struck out at end of former par. (1) "If such a notice is not filed before the expiration of such 30 days, the petition with respect to which the notice was to be filed shall be considered withdrawn under this paragraph.", and struck out par. (2) which read as follows: "If a special master or the court does not enter a decision or make a judgment on a petition filed under section 300aa–11 of this title within 30 days of the provision of the notice in accordance with section 300aa–12(g) of this title, the special master or court shall no longer have jurisdiction over such petition and such petition shall be considered as withdrawn under paragraph (1)."



1990—Subsec. (a). Pub. L. 101–502, §5(f)(1), in closing provisions, inserted after second sentence "If a person elects to receive compensation under a judgment of the court in an action for a vaccine-related injury or death associated with the administration of a vaccine before October 1, 1988, or is deemed to have accepted the judgment of the court in such an action, such person may not bring or maintain a civil action for damages against a vaccine administrator or manufacturer for the vaccine-related injury or death for which the judgment was entered." and inserted "for vaccine-related injuries or deaths associated with the administration of a vaccine after October 1, 1988" after "actions" in last sentence.



Subsec. (b). Pub. L. 101–502, §5(f)(2), amended subsec. (b) generally. Prior to amendment, subsec. (b) read as follows: "If the United States Claims Court fails to enter a judgment under section 300aa–12 of this title on a petition filed under section 300aa–11 of this title within 420 days (excluding any period of suspension under section 300aa–12(d) of this title and excluding any days the petition is before a special master as a result of a remand under section 300aa–12(e)(2)(C) of this title) after the date on which the petition was filed, the petitioner may submit to the court a notice in writing withdrawing the petition. An election shall be filed under this subsection not later than 90 days after the date of the entry of the Claims Court's judgment or the appellate court's mandate with respect to which the election is to be made. A person who has submitted a notice under this subsection may, notwithstanding section 300aa–11(a)(2) of this title, thereafter maintain a civil action for damages in a State or Federal court without regard to this subpart and consistent with otherwise applicable law."



1989—Subsec. (a). Pub. L. 101–239, §6601(n)(1)(A), amended introductory provisions generally. Prior to amendment, introductory provisions read as follows: "After the judgment of the United States Claims Court under section 300aa–11 of this title on a petition filed for compensation under the Program for a vaccine-related injury or death has become final, the person who filed the petition shall file with the court—".



Pub. L. 101–239, §6601(n)(1)(B), amended last sentence generally. Prior to amendment, last sentence read as follows: "If a person elects to receive compensation under a judgment of the court or is deemed to have accepted the judgment of the court, such person may not bring or maintain a civil action for damages against a vaccine manufacturer for the vaccine-related injury or death for which the judgment was entered."



Subsec. (b). Pub. L. 101–239, §6601(n)(2), substituted "within 420 days (excluding any period of suspension under section 300aa–12(d) of this title and excluding any days the petition is before a special master as a result of a remand under section 300aa–12(e)(2)(C) of this title)" for "within 365 days" in first sentence and amended second sentence generally. Prior to amendment, second sentence read as follows: "Such a notice shall be filed not later than 90 days after the expiration of such 365-day period."



1988—Subsec. (a). Pub. L. 100–360 added Pub. L. 100–203, §4308(c), see 1987 Amendment note below.



1987—Subsec. (a). Pub. L. 100–203, §4308(c), as added by Pub. L. 100–360, substituted "the court's final judgment" for "the entry of the court's judgment" in concluding provisions.



Pub. L. 100–203, §4307(8), substituted "the United States Claims Court" for "a district court of the United States" and "the court" for "a court" in three places.



Subsecs. (b), (c). Pub. L. 100–203, §4304(c), added subsec. (b) and redesignated former subsec. (b) as (c).





Effective Date of 1992 Amendment



Amendment by Pub. L. 102–572 effective Oct. 29, 1992, see section 911 of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.



Effective Date of 1991 Amendment



Amendment by Pub. L. 102–168 effective as in effect on and after Oct. 1, 1988, see section 201(i)(2) of Pub. L. 102–168, set out as a note under section 300aa–11 of this title.



Effective Date of 1990 Amendment



Amendment by section 5(f)(1) of Pub. L. 101–502 effective Nov. 14, 1986, and amendment by section 5(f)(2) of Pub. L. 101–502 effective Sept. 30, 1990, see section 5(h) of Pub. L. 101–502, set out as a note under section 300aa–11 of this title.



Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, except that such suspension be excluded in determining the 420-day period prescribed in subsec. (b) of this section, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.



Effective Date of 1988 Amendment



Except as specifically provided in section 411 of Pub. L. 100–360, amendment by Pub. L. 100–360, as it relates to a provision in the Omnibus Budget Reconciliation Act of 1987, Pub. L. 100–203, effective as if included in the enactment of that provision in Pub. L. 100–203, see section 411(a) of Pub. L. 100–360, set out as a Reference to OBRA; Effective Date note under section 106 of Title 1, General Provisions.





Effective Date



Subpart effective Oct. 1, 1988, see section 323 of Pub. L. 99–660, set out as a note under section 300aa–1 of this title.











§300aa–22. Standards of responsibility





[bookmark: substructure-location_a]
(a) General rule



Except as provided in subsections (b), (c), and (e) State law shall apply to a civil action brought for damages for a vaccine-related injury or death.



[bookmark: substructure-location_b]
(b) Unavoidable adverse side effects; warnings



[bookmark: substructure-location_b_1]
(1) 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.



[bookmark: substructure-location_b_2]
(2) For purposes of paragraph (1), a vaccine shall be presumed to be accompanied by proper directions and warnings if the vaccine manufacturer shows that it complied in all material respects with all requirements under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] and section 262 of this title (including regulations issued under such provisions) applicable to the vaccine and related to vaccine-related injury or death for which the civil action was brought unless the plaintiff shows—



[bookmark: substructure-location_b_2_A]
(A) that the manufacturer engaged in the conduct set forth in subparagraph (A) or (B) of section 300aa–23(d)(2) of this title, or



[bookmark: substructure-location_b_2_B]
(B) by clear and convincing evidence that the manufacturer failed to exercise due care notwithstanding its compliance with such Act and section (and regulations issued under such provisions).



[bookmark: substructure-location_c]
(c) Direct warnings



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, solely due to the manufacturer's failure to provide direct warnings to the injured party (or the injured party's legal representative) of the potential dangers resulting from the administration of the vaccine manufactured by the manufacturer.



[bookmark: substructure-location_d]
(d) Construction



The standards of responsibility prescribed by this section are not to be construed as authorizing a person who brought a civil action for damages against a vaccine manufacturer for a vaccine-related injury or death in which damages were denied or which was dismissed with prejudice to bring a new civil action against such manufacturer for such injury or death.



[bookmark: substructure-location_e]
(e) Preemption



No State may establish or enforce a law which prohibits an individual from bringing a civil action against a vaccine manufacturer for damages for a vaccine-related injury or death if such civil action is not barred by this part.





(July 1, 1944, ch. 373, title XXI, §2122, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3773; amended Pub. L. 100–203, title IV, §4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221.)






References in Text



The Federal Food, Drug, and Cosmetic Act, referred to in subsec. (b)(2), is act June 25, 1938, ch. 675, 52 Stat. 1040, as amended, which is classified generally to chapter 9 (§301 et seq.) of Title 21, Food and Drugs. For complete classification of this Act to the Code, see Tables.





Codification



In subsecs. (b)(1), (c), "October 1, 1988" was substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1987—Subsecs. (b)(1), (c). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this part".











§300aa–23. Trial





[bookmark: substructure-location_a]
(a) General rule



A civil action against a vaccine manufacturer for damages for a vaccine-related injury or death associated with the administration of a vaccine after October 1, 1988, which is not barred by section 300aa–11(a)(2) of this title shall be tried in three stages.



[bookmark: substructure-location_b]
(b) Liability



The first stage of such a civil action shall be held to determine if a vaccine manufacturer is liable under section 300aa–22 of this title.



[bookmark: substructure-location_c]
(c) General damages



The second stage of such a civil action shall be held to determine the amount of damages (other than punitive damages) a vaccine manufacturer found to be liable under section 300aa–22 of this title shall be required to pay.



[bookmark: substructure-location_d]
(d) Punitive damages



[bookmark: substructure-location_d_1]
(1) If sought by the plaintiff, the third stage of such an action shall be held to determine the amount of punitive damages a vaccine manufacturer found to be liable under section 300aa–22 of this title shall be required to pay.



[bookmark: substructure-location_d_2]
(2) If in such an action the manufacturer shows that it complied, in all material respects, with all requirements under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] and this chapter applicable to the vaccine and related to the vaccine injury or death with respect to which the action was brought, the manufacturer shall not be held liable for punitive damages unless the manufacturer engaged in—



[bookmark: substructure-location_d_2_A]
(A) fraud or intentional and wrongful withholding of information from the Secretary during any phase of a proceeding for approval of the vaccine under section 262 of this title,



[bookmark: substructure-location_d_2_B]
(B) intentional and wrongful withholding of information relating to the safety or efficacy of the vaccine after its approval, or



[bookmark: substructure-location_d_2_C]
(C) other criminal or illegal activity relating to the safety and effectiveness of vaccines,





which activity related to the vaccine-related injury or death for which the civil action was brought.



[bookmark: substructure-location_e]
(e) Evidence



In any stage of a civil action, the Vaccine Injury Table, any finding of fact or conclusion of law of the United States Court of Federal Claims or a special master in a proceeding on a petition filed under section 300aa–11 of this title and the final judgment of the United States Court of Federal Claims and subsequent appellate review on such a petition shall not be admissible.





(July 1, 1944, ch. 373, title XXI, §2123, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3774; amended Pub. L. 100–203, title IV, §§4302(b)(1), 4307(9), Dec. 22, 1987, 101 Stat. 1330–221, 1330-225; Pub. L. 101–239, title VI, §6601(o), Dec. 19, 1989, 103 Stat. 2292; Pub. L. 102–572, title IX, §902(b)(1), Oct. 29, 1992, 106 Stat. 4516.)






References in Text



The Federal Food, Drug, and Cosmetic Act, referred to in subsec. (d)(2), is act June 25, 1938, ch. 675, 52 Stat. 1040, as amended, which is classified generally to chapter 9 (§301 et seq.) of Title 21, Food and Drugs. For complete classification of this Act to the Code, see Tables.





Codification



In subsec. (a), "October 1, 1988" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1992—Subsec. (e). Pub. L. 102–572 substituted "United States Court of Federal Claims" for "United States Claims Court" in two places.



1989—Subsec. (e). Pub. L. 101–239 substituted "finding of fact or conclusion of law" for "finding", "special master" for "master appointed by such court", and directed substitution of "the United States Claims Court and subsequent appellate review" for "a district court of the United States" which was executed by inserting "and subsequent appellate review" after "the United States Claims Court" the second place it appeared to reflect the probable intent of Congress and the amendment by Pub. L. 100–203, §4307(a), see 1987 Amendment note below.



1987—Subsec. (a). Pub. L. 100–203, §4302(b)(1), substituted "effective date of this subpart" for "effective date of this part".



Subsec. (e). Pub. L. 100–203, §4307(9), substituted "the United States Claims Court" for "a district court of the United States" in two places.





Effective Date of 1992 Amendment



Amendment by Pub. L. 102–572 effective Oct. 29, 1992, see section 911 of Pub. L. 102–572, set out as a note under section 171 of Title 28, Judiciary and Judicial Procedure.



Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.











subpart c—assuring a safer childhood vaccination program in united states










§300aa–25. Recording and reporting of information





[bookmark: substructure-location_a]
(a) General rule



Each health care provider who administers a vaccine set forth in the Vaccine Injury Table to any person shall record, or ensure that there is recorded, in such person's permanent medical record (or in a permanent office log or file to which a legal representative shall have access upon request) with respect to each such vaccine—



[bookmark: substructure-location_a_1]
(1) the date of administration of the vaccine,



[bookmark: substructure-location_a_2]
(2) the vaccine manufacturer and lot number of the vaccine,



[bookmark: substructure-location_a_3]
(3) the name and address and, if appropriate, the title of the health care provider administering the vaccine, and



[bookmark: substructure-location_a_4]
(4) any other identifying information on the vaccine required pursuant to regulations promulgated by the Secretary.



[bookmark: substructure-location_b]
(b) Reporting



[bookmark: substructure-location_b_1]
(1) Each health care provider and vaccine manufacturer shall report to the Secretary—



[bookmark: substructure-location_b_1_A]
(A) the occurrence of any event set forth in the Vaccine Injury Table, including the events set forth in section 300aa–14(b) of this title which occur within 7 days of the administration of any vaccine set forth in the Table or within such longer period as is specified in the Table or section,



[bookmark: substructure-location_b_1_B]
(B) the occurrence of any contraindicating reaction to a vaccine which is specified in the manufacturer's package insert, and



[bookmark: substructure-location_b_1_C]
(C) such other matters as the Secretary may by regulation require.





Reports of the matters referred to in subparagraphs (A) and (B) shall be made beginning 90 days after December 22, 1987. The Secretary shall publish in the Federal Register as soon as practicable after such date a notice of the reporting requirement.



[bookmark: substructure-location_b_2]
(2) A report under paragraph (1) respecting a vaccine shall include the time periods after the administration of such vaccine within which vaccine-related illnesses, disabilities, injuries, or conditions, the symptoms and manifestations of such illnesses, disabilities, injuries, or conditions, or deaths occur, and the manufacturer and lot number of the vaccine.



[bookmark: substructure-location_b_3]
(3) The Secretary shall issue the regulations referred to in paragraph (1)(C) within 180 days of December 22, 1987.



[bookmark: substructure-location_c]
(c) Release of information



[bookmark: substructure-location_c_1]
(1) Information which is in the possession of the Federal Government and State and local governments under this section and which may identify an individual shall not be made available under section 552 of title 5, or otherwise, to any person except—



[bookmark: substructure-location_c_1_A]
(A) the person who received the vaccine, or



[bookmark: substructure-location_c_1_B]
(B) the legal representative of such person.





[bookmark: substructure-location_c_2]
(2) For purposes of paragraph (1), the term "information which may identify an individual" shall be limited to the name, street address, and telephone number of the person who received the vaccine and of that person's legal representative and the medical records of such person relating to the administration of the vaccine, and shall not include the locality and State of vaccine administration, the name of the health care provider who administered the vaccine, the date of the vaccination, or information concerning any reported illness, disability, injury, or condition resulting from the administration of the vaccine, any symptom or manifestation of such illness, disability, injury, or condition, or death resulting from the administration of the vaccine.



[bookmark: substructure-location_c_3]
(3) Except as provided in paragraph (1), all information reported under this section shall be available to the public.





(July 1, 1944, ch. 373, title XXI, §2125, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3774; amended Pub. L. 100–203, title IV, §4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221.)






Codification



In subsec. (b)(1), (3), "December 22, 1987" was substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1987—Subsec. (b)(1), (3). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this part".





Effective Date



Subpart effective Dec. 22, 1987, see section 323 of Pub. L. 99–660, set out as a note under section 300aa–1 of this title.











§300aa–26. Vaccine information





[bookmark: substructure-location_a]
(a) General rule



Not later than 1 year after December 22, 1987, the Secretary shall develop and disseminate vaccine information materials for distribution by health care providers to the legal representatives of any child or to any other individual receiving a vaccine set forth in the Vaccine Injury Table. Such materials shall be published in the Federal Register and may be revised.



[bookmark: substructure-location_b]
(b) Development and revision of materials



Such materials shall be developed or revised—



[bookmark: substructure-location_b_1]
(1) after notice to the public and 60 days of comment thereon, and



[bookmark: substructure-location_b_2]
(2) in consultation with the Advisory Commission on Childhood Vaccines, appropriate health care providers and parent organizations, the Centers for Disease Control and Prevention, and the Food and Drug Administration.



[bookmark: substructure-location_c]
(c) Information requirements



The information in such materials shall be based on available data and information, shall be presented in understandable terms and shall include—



[bookmark: substructure-location_c_1]
(1) a concise description of the benefits of the vaccine,



[bookmark: substructure-location_c_2]
(2) a concise description of the risks associated with the vaccine,



[bookmark: substructure-location_c_3]
(3) a statement of the availability of the National Vaccine Injury Compensation Program, and



[bookmark: substructure-location_c_4]
(4) such other relevant information as may be determined by the Secretary.



[bookmark: substructure-location_d]
(d) Health care provider duties



On and after a date determined by the Secretary which is—



[bookmark: substructure-location_d_1]
(1) after the Secretary develops the information materials required by subsection (a), and



[bookmark: substructure-location_d_2]
(2) not later than 6 months after the date such materials are published in the Federal Register,





each health care provider who administers a vaccine set forth in the Vaccine Injury Table shall provide to the legal representatives of any child or to any other individual to whom such provider intends to administer such vaccine a copy of the information materials developed pursuant to subsection (a), supplemented with visual presentations or oral explanations, in appropriate cases. Such materials shall be provided prior to the administration of such vaccine.





(July 1, 1944, ch. 373, title XXI, §2126, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3775; amended Pub. L. 100–203, title IV, §4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221; Pub. L. 101–239, title VI, §6601(p), Dec. 19, 1989, 103 Stat. 2292; Pub. L. 102–531, title III, §312(d)(15), Oct. 27, 1992, 106 Stat. 3505; Pub. L. 103–183, title VII, §708, Dec. 14, 1993, 107 Stat. 2242.)






Codification



In subsec. (a), "December 22, 1987" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1993—Subsec. (a). Pub. L. 103–183, §708(c), inserted "or to any other individual" after "to the legal representatives of any child".



Subsec. (b). Pub. L. 103–183, §708(a), struck out "by rule" after "revised" in introductory provisions and substituted "and 60" for ", opportunity for a public hearing, and 90" in par. (1).



Subsec. (c). Pub. L. 103–183, §708(b), inserted in introductory provisions "shall be based on available data and information," after "such materials", added pars. (1) to (4), and struck out former pars. (1) to (10) which read as follows:



"(1) the frequency, severity, and potential long-term effects of the disease to be prevented by the vaccine,



"(2) the symptoms or reactions to the vaccine which, if they occur, should be brought to the immediate attention of the health care provider,



"(3) precautionary measures legal representatives should take to reduce the risk of any major adverse reactions to the vaccine that may occur,



"(4) early warning signs or symptoms to which legal representatives should be alert as possible precursors to such major adverse reactions,



"(5) a description of the manner in which legal representatives should monitor such major adverse reactions, including a form on which reactions can be recorded to assist legal representatives in reporting information to appropriate authorities,



"(6) a specification of when, how, and to whom legal representatives should report any major adverse reaction,



"(7) the contraindications to (and bases for delay of) the administration of the vaccine,



"(8) an identification of the groups, categories, or characteristics of potential recipients of the vaccine who may be at significantly higher risk of major adverse reaction to the vaccine than the general population,



"(9) a summary of—



"(A) relevant Federal recommendations concerning a complete schedule of childhood immunizations, and



"(B) the availability of the Program, and



"(10) such other relevant information as may be determined by the Secretary."



Subsec. (d). Pub. L. 103–183, §708(c), (d), in concluding provisions, inserted "or to any other individual" after "to the legal representatives of any child", substituted "supplemented with visual presentations or oral explanations, in appropriate cases" for "or other written information which meets the requirements of this section", and struck out "or other information" after "Such materials".



1992—Subsec. (b)(2). Pub. L. 102–531 substituted "Centers for Disease Control and Prevention" for "Centers for Disease Control".



1989—Subsec. (c)(9). Pub. L. 101–239 amended par. (9) generally. Prior to amendment, par. (9) read as follows: "a summary of relevant State and Federal laws concerning the vaccine, including information on—



"(A) the number of vaccinations required for school attendance and the schedule recommended for such vaccinations, and



"(B) the availability of the Program, and".



1987—Subsec. (a). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this part".





Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.











§300aa–27. Mandate for safer childhood vaccines





[bookmark: substructure-location_a]
(a) General rule



In the administration of this part and other pertinent laws under the jurisdiction of the Secretary, the Secretary shall—



[bookmark: substructure-location_a_1]
(1) promote the development of childhood vaccines that result in fewer and less serious adverse reactions than those vaccines on the market on December 22, 1987, and promote the refinement of such vaccines, and



[bookmark: substructure-location_a_2]
(2) make or assure improvements in, and otherwise use the authorities of the Secretary with respect to, the licensing, manufacturing, processing, testing, labeling, warning, use instructions, distribution, storage, administration, field surveillance, adverse reaction reporting, and recall of reactogenic lots or batches, of vaccines, and research on vaccines, in order to reduce the risks of adverse reactions to vaccines.



[bookmark: substructure-location_b]
(b) Task force



[bookmark: substructure-location_b_1]
(1) The Secretary shall establish a task force on safer childhood vaccines which shall consist of the Director of the National Institutes of Health, the Commissioner of the Food and Drug Administration, and the Director of the Centers for Disease Control.



[bookmark: substructure-location_b_2]
(2) The Director of the National Institutes of Health shall serve as chairman of the task force.



[bookmark: substructure-location_b_3]
(3) In consultation with the Advisory Commission on Childhood Vaccines, the task force shall prepare recommendations to the Secretary concerning implementation of the requirements of subsection (a).



[bookmark: substructure-location_c]
(c) Report



Within 2 years after December 22, 1987, and periodically thereafter, the Secretary shall prepare and transmit to the Committee on Energy and Commerce of the House of Representatives and the Committee on Labor and Human Resources of the Senate a report describing the actions taken pursuant to subsection (a) during the preceding 2-year period.





(July 1, 1944, ch. 373, title XXI, §2127, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3777; amended Pub. L. 100–203, title IV, §4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221; Pub. L. 101–239, title VI, §6601(q), Dec. 19, 1989, 103 Stat. 2292.)






Codification



In subsecs. (a)(1), (c), "December 22, 1987" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1989—Subsecs. (b), (c). Pub. L. 101–239 added subsec. (b) and redesignated former subsec. (b) as (c).



1987—Subsecs. (a)(1), (b). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this part".





Change of Name



Committee on Labor and Human Resources of Senate changed to Committee on Health, Education, Labor, and Pensions of Senate by Senate Resolution No. 20, One Hundred Sixth Congress, Jan. 19, 1999.



Committee on Energy and Commerce of House of Representatives treated as referring to Committee on Commerce of House of Representatives by section 1(a) of Pub. L. 104–14, set out as a note preceding section 21 of Title 2, The Congress. Committee on Commerce of House of Representatives changed to Committee on Energy and Commerce of House of Representatives, and jurisdiction over matters relating to securities and exchanges and insurance generally transferred to Committee on Financial Services of House of Representatives by House Resolution No. 5, One Hundred Seventh Congress, Jan. 3, 2001.



Centers for Disease Control changed to Centers for Disease Control and Prevention by Pub. L. 102–531, title III, §312, Oct. 27, 1992, 106 Stat. 3504.





Effective Date of 1989 Amendment



For applicability of amendments by Pub. L. 101–239 to petitions filed after Dec. 19, 1989, petitions currently pending in which the evidentiary record is closed, and petitions currently pending in which the evidentiary record is not closed, with provision for an immediate suspension for 30 days of all pending cases, see section 6601(s)(1) of Pub. L. 101–239, set out as a note under section 300aa–10 of this title.











§300aa–28. Manufacturer recordkeeping and reporting





[bookmark: substructure-location_a]
(a) General rule



Each vaccine manufacturer of a vaccine set forth in the Vaccine Injury Table or any other vaccine the administration of which is mandated by the law or regulations of any State, shall, with respect to each batch, lot, or other quantity manufactured or licensed after December 22, 1987—



[bookmark: substructure-location_a_1]
(1) prepare and maintain records documenting the history of the manufacturing, processing, testing, repooling, and reworking of each batch, lot, or other quantity of such vaccine, including the identification of any significant problems encountered in the production, testing, or handling of such batch, lot, or other quantity,



[bookmark: substructure-location_a_2]
(2) if a safety test on such batch, lot, or other quantity indicates a potential imminent or substantial public health hazard is presented, report to the Secretary within 24 hours of such safety test which the manufacturer (or manufacturer's representative) conducted, including the date of the test, the type of vaccine tested, the identity of the batch, lot, or other quantity tested, whether the batch, lot, or other quantity tested is the product of repooling or reworking of previous batches, lots, or other quantities (and, if so, the identity of the previous batches, lots, or other quantities which were repooled or reworked), the complete test results, and the name and address of the person responsible for conducting the test,



[bookmark: substructure-location_a_3]
(3) include with each such report a certification signed by a responsible corporate official that such report is true and complete, and



[bookmark: substructure-location_a_4]
(4) prepare, maintain, and upon request submit to the Secretary product distribution records for each such vaccine by batch, lot, or other quantity number.



[bookmark: substructure-location_b]
(b) Sanction



Any vaccine manufacturer who intentionally destroys, alters, falsifies, or conceals any record or report required under paragraph (1) or (2) of subsection (a) shall—



[bookmark: substructure-location_b_1]
(1) be subject to a civil penalty of up to $100,000 per occurrence, or



[bookmark: substructure-location_b_2]
(2) be fined $50,000 or imprisoned for not more than 1 year, or both.





Such penalty shall apply to the person who intentionally destroyed, altered, falsified, or concealed such record or report, to the person who directed that such record or report be destroyed, altered, falsified, or concealed, and to the vaccine manufacturer for which such person is an agent, employee, or representative. Each act of destruction, alteration, falsification, or concealment shall be treated as a separate occurrence.





(July 1, 1944, ch. 373, title XXI, §2128, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3777; amended Pub. L. 100–203, title IV, §4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221.)






Codification



In subsec. (a), "December 22, 1987" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.





Amendments



1987—Subsec. (a). Pub. L. 100–203 substituted "effective date of this subpart" for "effective date of this part".











subpart d—general provisions










§300aa–31. Citizen's actions





[bookmark: substructure-location_a]
(a) General rule



Except as provided in subsection (b), any person may commence in a district court of the United States a civil action on such person's own behalf against the Secretary where there is alleged a failure of the Secretary to perform any act or duty under this part.



[bookmark: substructure-location_b]
(b) Notice



No action may be commenced under subsection (a) before the date which is 60 days after the person bringing the action has given written notice of intent to commence such action to the Secretary.



[bookmark: substructure-location_c]
(c) Costs of litigation



The court, in issuing any final order in any action under this section, may award costs of litigation (including reasonable attorney and expert witness fees) to any plaintiff who substantially prevails on one or more significant issues in the action.





(July 1, 1944, ch. 373, title XXI, §2131, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3778; amended Pub. L. 100–203, title IV, §4305, Dec. 22, 1987, 101 Stat. 1330–224.)






Amendments



1987—Subsec. (c). Pub. L. 100–203, which directed that subsec. (c) be amended by substituting "to any plaintiff who substantially prevails on one or more significant issues in the action" for "to any party, whenever the court determines that such award is appropriate", was executed by making the substitution for "to any party, whenever the court determines such award is appropriate", to reflect the probable intent of Congress.





Effective Date



Subpart effective Dec. 22, 1987, see section 323 of Pub. L. 99–660, set out as a note under section 300aa–1 of this title.











§300aa–32. Judicial review





A petition for review of a regulation under this part may be filed in a court of appeals of the United States within 60 days from the date of the promulgation of the regulation or after such date if such petition is based solely on grounds arising after such 60th day.





(July 1, 1944, ch. 373, title XXI, §2132, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3778.)










§300aa–33. Definitions





For purposes of this part:



[bookmark: substructure-location_1]
(1) The term "health care provider" means any licensed health care professional, organization, or institution, whether public or private (including Federal, State, and local departments, agencies, and instrumentalities) under whose authority a vaccine set forth in the Vaccine Injury Table is administered.



[bookmark: substructure-location_2]
(2) The term "legal representative" means a parent or an individual who qualifies as a legal guardian under State law.



[bookmark: substructure-location_3]
(3) The term "manufacturer" means any corporation, organization, or institution, whether public or private (including Federal, State, and local departments, agencies, and instrumentalities), which manufactures, imports, processes, or distributes under its label any vaccine set forth in the Vaccine Injury Table, except that, for purposes of section 300aa–28 of this title, such term shall include the manufacturer of any other vaccine covered by that section. The term "manufacture" means to manufacture, import, process, or distribute a vaccine.



[bookmark: substructure-location_4]
(4) The term "significant aggravation" means any change for the worse in a preexisting condition which results in markedly greater disability, pain, or illness accompanied by substantial deterioration of health.



[bookmark: substructure-location_5]
(5) The term "vaccine-related injury or death" means an illness, injury, condition, or death associated with one or more of the vaccines set forth in the Vaccine Injury Table, except that the term does not include an illness, injury, condition, or death associated with an adulterant or contaminant intentionally added to such a vaccine.



[bookmark: substructure-location_6]
[bookmark: substructure-location_6_A]
(6)(A) The term "Advisory Commission on Childhood Vaccines" means the Commission established under section 300aa–19 of this title.



[bookmark: substructure-location_6_B]
(B) The term "Vaccine Injury Table" means the table set out in section 300aa–14 of this title.





(July 1, 1944, ch. 373, title XXI, §2133, as added Pub. L. 99–660, title III, §311(a), Nov. 14, 1986, 100 Stat. 3778; amended Pub. L. 107–296, title XVII, §§1714–1716, Nov. 25, 2002, 116 Stat. 2320, 2321; Pub. L. 108–7, div. L, §102(a), Feb. 20, 2003, 117 Stat. 528.)






Amendments



2003—Pars. (3), (5), (7). Pub. L. 108–7 repealed Pub. L. 107–296, §§1714–1717, and provided that this chapter shall be applied as if the sections repealed had never been enacted. See 2002 Amendment notes below.



2002—Par. (3). Pub. L. 107–296, §1714, which directed amendment of first sentence by substituting "any vaccine set forth in the Vaccine Injury table, including any component or ingredient of any such vaccine" for "under its label any vaccine set forth in the Vaccine Injury Table" and of second sentence by inserting "including any component or ingredient of any such vaccine" before period at end, was repealed by Pub. L. 108–7.



Par. (5). Pub. L. 107–296, §1715, which directed insertion of "For purposes of the preceding sentence, an adulterant or contaminant shall not include any component or ingredient listed in a vaccine's product license application or product label." at end, was repealed by Pub. L. 108–7.



Par. (7). Pub. L. 107–296, §1716, which directed addition of par. (7), was repealed by Pub. L. 108–7, §102(a). Par. (7) read as follows: "The term 'vaccine' means any preparation or suspension, including but not limited to a preparation or suspension containing an attenuated or inactive microorganism or subunit thereof or toxin, developed or administered to produce or enhance the body's immune response to a disease or diseases and includes all components and ingredients listed in the vaccines's product license application and product label."





Effective Date of 2002 Amendment



Pub. L. 107–296, title XVII, §1717, Nov. 25, 2002, 116 Stat. 2321, which provided that the amendments made by sections 1714, 1715, and 1716 (amending this section) shall apply to all actions or proceedings pending on or after Nov. 25, 2002, unless a court of competent jurisdiction has entered judgment (regardless of whether the time for appeal has expired) in such action or proceeding disposing of the entire action or proceeding, was repealed by Pub. L. 108–7, div. L, §102(a), Feb. 20, 2003, 117 Stat. 528.





Construction of Amendments



Pub. L. 108–7, div. L, §102(b), (c), Feb. 20, 2003, 117 Stat. 528, provided that:



"(b) Application of the Public Health Service Act.—The Public Health Service Act (42 U.S.C. 201 et seq.) shall be applied and administered as if the sections repealed by subsection (a) [repealing sections 1714 to 1717 of Pub. L. 107–296, which amended this section and enacted provisions set out as a note under this section] had never been enacted.



"(c) Rule of Construction.—No inference shall be drawn from the enactment of sections 1714 through 1717 of the Homeland Security Act of 2002 (Public Law 107–296), or from this repeal [repealing sections 1714 to 1717 of Pub. L. 107–296], regarding the law prior to enactment of sections 1714 through 1717 of the Homeland Security Act of 2002 (Public Law 107–296) [Nov. 25, 2002]. Further, no inference shall be drawn that subsection (a) or (b) affects any change in that prior law, or that Leroy v. Secretary of Health and Human Services, Office of Special Master, No. 02–392V (October 11, 2002), was incorrectly decided."











§300aa–34. Termination of program





[bookmark: substructure-location_a]
(a) Reviews



The Secretary shall review the number of awards of compensation made under the program to petitioners under section 300aa–11 of this title for vaccine-related injuries and deaths associated with the administration of vaccines on or after December 22, 1987, as follows:



[bookmark: substructure-location_a_1]
(1) The Secretary shall review the number of such awards made in the 12-month period beginning on December 22, 1987.



[bookmark: substructure-location_a_2]
(2) At the end of each 3-month period beginning after the expiration of the 12-month period referred to in paragraph (1) the Secretary shall review the number of such awards made in the 3-month period.



[bookmark: substructure-location_b]
(b) Report



[bookmark: substructure-location_b_1]
(1) If in conducting a review under subsection (a) the Secretary determines that at the end of the period reviewed the total number of awards made by the end of that period and accepted under section 300aa–21(a) of this title exceeds the number of awards listed next to the period reviewed in the table in paragraph (2)—



[bookmark: substructure-location_b_1_A]
(A) the Secretary shall notify the Congress of such determination, and



[bookmark: substructure-location_b_1_B]
(B) beginning 180 days after the receipt by Congress of a notification under paragraph (1), no petition for a vaccine-related injury or death associated with the administration of a vaccine on or after December 22, 1987, may be filed under section 300aa–11 of this title.





Section 300aa–11(a) of this title and subpart B of this part shall not apply to civil actions for damages for a vaccine-related injury or death for which a petition may not be filed because of subparagraph (B).



[bookmark: substructure-location_b_2]
(2) The table referred to in paragraph (1) is as follows:



 
			 Period reviewed: 


			Total number of awards by the end of the period reviewed




			12 months after December 22, 1987
			150  





			13th through the 15th month after December 22, 1987
			188  





			16th through the 18th month after December 22, 1987
			225  





			19th through the 21st month after December 22, 1987
			263  





			22nd through the 24th month after December 22, 1987
			300  





			25th through the 27th month after December 22, 1987
			338  





			28th through the 30th month after December 22, 1987
			375  





			31st through the 33rd month after December 22, 1987
			413  





			34th through the 36th month after December 22, 1987
			450  





			37th through the 39th month after December 22, 1987
			488  





			40th through the 42nd month after December 22, 1987
			525  





			43rd through the 45th month after December 22, 1987
			563  





			46th through the 48th month after December 22, 1987
			600.












(July 1, 1944, ch. 373, title XXI, §2134, as added Pub. L. 100–203, title IV, §4303(f), Dec. 22, 1987, 101 Stat. 1330–222.)






Codification



In subsecs. (a) and (b), "December 22, 1987" substituted for "the effective date of this subpart" on authority of section 323 of Pub. L. 99–660, as amended, set out as an Effective Date note under section 300aa–1 of this title.
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