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Homeland Security Act of 2002:
Tort Liability Provisions

Summary

The Homeland Security Act of 2002, P.L. 107-296 (H.R. 5005), contains the
following provisionsthat limit tort liability, and this report examines each of them.

e Section 304 immunizes manufacturers and administrators of
smallpox vaccines from tort liability. It makes the United States
liable, but not strictly liable, as manufacturers and administrators
would be under state law. Rather, the United States will be liable
only for the negligence of vaccine manufacturersand administrators.

e Section 863 limits the tort liability of sellers of anti-terrorism
technologies. It prohibits punitive damages, joint and severa
liability for noneconomic damages, and application of the collateral
source rule; in addition, it permits the government contractor
defense. Section 864 limits the tort liability of sellers of anti-
terrorism technol ogies to the amount of liability insurance required
by the Secretary of Homeland Security.

e Section 890 limits the tort liability of air transportation security
companiesand their affiliatesfor claimsarising from the September
11, 2001 air crashes. It limits it to the amount of their liability
insurance coverage on that date.

e Section 1201 limits the tort liability of air carriers for acts of
terrorism committed on or to an air carrier. If the Secretary of
Homeland Security certifies that an act of terrorism occurred, then
air carriersshall not beliable for lossesthat exceed $100 million for
al claims, but the government shall be liable for losses above that
amount.

e Section 1402 immunizes air carriers from liability arising out of a
Federal flight deck officer’s use or failure to use a firearm, and
immunizes Federa flight deck officers from liability, except for
gross negligence or willful misconduct, for acts or omissions in
defending the flight deck of an aircraft.

e Sections 1714-1717 limit the tort liability of manufacturers and
administrators of the components and ingredients of various
vaccines. They requirevictimsto file apetition for [imited no-fault
recovery under the National Vaccine Injury Compensation Program
before they may sue. These sections reportedly were designed to
benefit pharmaceutical manufacturer Eli Lilly in suits against it
concerning Thimerosal. Sections1714-1717 wererepealed by P.L.
108-7 (2003), Division L, § 102.
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Homeland Security Act of 2002:
Tort Liability Provisions

Introduction

Tort liability istraditionally governed by state law, but Congress has the power
toregulate it when it affectsinterstate commerce. Past instancesinwhich Congress
haslimited tort liability include the National Childhood Vaccine Injury Act of 1986,
which is discussed below, and the September 11th Victim Compensation Fund of
2001.' The Homeland Security Act of 2002, P.L. 107-296, contains the following

provisions that limit tort liability, and this report examines each of them.

Section 304 immunizes manufacturers and administrators of
smallpox vaccines from tort liability.

Sections 863 and 864 limit the tort liability of sellers of anti-
terrorism technologies.

Section 890 limits the tort liability of air transportation security
companiesand their affiliatesfor claimsarising from the September
11, 2001 air crashes.

Section 1201 limits the tort liability of air carriers for acts of
terrorism committed on or to an air carrier.

Section 1402 immunizes air carriers from liability arising out of a
Federal flight deck officer’s use or failure to use a firearm, and
immunizes Federa flight deck officers from liability, except for
gross negligence or willful misconduct, for acts or omissions in
defending the flight deck of an aircraft.

Sections 1714-1717 limit the tort liability of manufacturers and
administrators of the components and ingredients of various
vaccines, these sections reportedly were designed to benefit
pharmaceutical manufacturer Eli Lilly in suits against it concerning
Thimerosal. These section were repealed by P.L. 108-7 (2003).

1 Others are listed in CRS Report 95797, Federal Tort Reform Legislation:

Constitutionality and Summaries of Selected Statutes.
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Smallpox Vaccine Manufacturers and Administrators

Section 304(c) of the Homeland Security Act of 2002 amended the Public
Health Service Act by adding 42 U.S.C. § 233(p), which provides that “a covered
person shall be deemed to be an employee of the Public Health Service with respect
toliability arising out of administration of acovered countermeasure[e.g., avaccine]
against smallpox to an individual during the effective period of a declaration [of a
public health emergency] by the Secretary . ...” Thislanguageimmunizesfrom tort
liability any “covered person,” which the statute definesto include manufacturersand
distributors of a smallpox vaccine, health care entities under whose auspices a
smallpox vaccine is administered, and licensed health professionals or other
individuals who are authorized to administer the vaccine. The Secretary of Health
and Human Services issued the specified declaration, making it effective as of
January 24, 2003.2

Thereason that the provision just quoted immunizes covered persons from tort
liability isthat it deems such persons to be employees of the Public Health Service
for tort liability purposes. The Public Health Service is afederal agency, and the
Federa Tort ClaimsAct (FTCA) makesall federal employeesimmunefrom liability
for torts they commit within the scope of their employment.® They areimmune, that
is, from liability under state tort law; they may be held liable for violating the U.S.
Constitution or afederal statute that authorizes them to be sued.

At the same time that the FTCA immunizes federal employees (and those
deemed federal employeesfor liability purposes) from liability for tortsthey commit
within the scope of their employment, it makes the United States government liable
for such torts, under the law of the state where the tort occurred, in the same manner
that private employers are generally liable for the torts of their employees.* The
FTCA, however, does not permit awards of punitive damages, and does not allow
jurytrials. It aso containsexceptions under which the United States may not be held
liable even though aprivate employer in the same situation could be held liable under
statelaw. Evenwhen one of these exceptions precludesthe United Statesfrom being
held liable, the FTCA continues to immunize federal employees from liability for
torts they commit within the scope of their employment.®

No strict liability. The exceptions under which the United States may not be
held liable include suits by military personnel for injuries sustained incident to
service (the Feres doctrine), suits based on the performance of a discretionary

268 Fed. Reg. 2121 (January 28, 2003).

328 U.S.C. § 2679(b). See CRS Report 97-579, Making Private Entities and Individuals
Immune From Tort Liability by Declaring Them Federal Employees.

428 U.S.C. 88 1346(b), 2674. Becausethe United Statesis liable under the law of the state
where the tort occurred, state tort reform statutes, such as those imposing caps on
noneconomic damages, apply in suits under the FTCA. For general information on the
FTCA, see CRS Report 95-717, Federal Tort Claims Act: Current Legisative and Judicial
I ssues.

5 United States v. Smith, 499 U.S. 160 (1991).
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function (i.e., a policy judgment), suits for assault or battery or specified other
intentional torts, claims arising out of combatant activities, claimsarising inforeign
countries, and others.

For present purposes, however, the FTCA’s most significant exception to
federa government liability is that the United States may not be held liable in
accordance with state law imposing strict liability.? Strict liability means liability
regardless of negligence, and manufacturers and sellers of defective products,
including vaccines, may be held strictly liable under state law.” A product may be
found defective under state law not only when it was defectively manufactured, but
when it was defectively designed in the sense that it feasibly could have been
designed to be safer, or when a warning that might have prevented injury was not
provided. The fact that the FTCA does not permit strict liability apparently means
that, under the Homeland Security Act of 2002, the government will not beliablefor
injuries caused by a smallpox vaccine unless the plaintiff proves that the vaccine
manufacturer or other “covered person” had been negligent, in which case the
government may beheldliable, if no other exceptionsinthe FTCA precludeliability.

Some Other Features of Section 304. Section 304 also providesthat the
United States may be held liablefor injuries caused by asmallpox vaccineonly if the
vaccine was administered by a* qualified person” (a person authorized by state law
to administer the vaccine) during the effective period of a declaration of a public
health emergency by the Secretary of Homeland Security, and only if the person
receiving the vaccine “was within the category of individuals covered by the
declaration” or the person administering the vaccine “had reasonable grounds to
believe’ he was.

If a person who did not receive the vaccine contracts vaccinia (the smallpox
virus), and resides with an individual who did receive the vaccine, then he shall be
“rebuttably presumed” to have contracted vacciniafrom theindividua who received
the vaccine. Thismeansthat, unlessthe government proves that the person who did
not receive the vaccine contracted vaccinia from a source other than the individual
who did receive the vaccine, the person who contracted vaccinia may sue the
government as if he had contracted vacciniafrom the vaccine.

Sellers of Anti-Terrorism Technologies: the SAFETY Act

Section 863 of the Homeland Security Act of 2002, titled “Litigation
Management” is part of the Support Anti-terrorism by Fostering Effective

® Under 28 U.S.C. § 1346(b), liability must be based on a “negligent or wrongful act or
omission,” and the Supreme Court has construed this to preclude strict liability. See,
Dalehite v. United States, 346 U.S. 15, 44-45 (1953).

" In the case of some vaccines, not including smallpox, one may not file acivil action for
damagesin an amount greater than $1,000 against a vaccine or administrator until onefirst
filesapetition for compensation under the National Childhood VaccineInjury Act of 1986,
42 U.S.C. § 300aa-11(a)(2), and the United States Court of Federal Claims issues a
judgment on the petition. Thisstatuteisdiscussed below, under “V accine Components and
Ingredients.”
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TechnologiesAct of 2002, or the SAFETY Act.® Section 863 created afederal cause
of action against sellers of anti-terrorism technologies for claims arising out of “an
act of terrorism when qualified anti-terrorism technol ogies have been deployed in
defense against or response or recovery fromsuchanact . ...” Prior to enactment
of thissection, suitsagainst sellersof qualified anti-terrorismtechnology would have
been brought under state law, but the new federal cause of action apparently
precludes suits from being brought under statelaw.® Under the new federal cause of
action, liability against qualified sellersof anti-terrorismtechnol ogiesismorelimited
than it generaly is under state law. The Secretary of Homeland Security shall
determinewhether an anti-terrorism technology qualifiesfor liability protection, and
shall place each technology that does on an “ Approved Product List for Homeland
Security” and issueit a“certificate of conformance.” The Department of Homeland
Security issued a proposed rule to implement the SAFETY Act,* then an interim
rule, which took effect on October 16, 2003, and then afinal rule, whichtook effect
July 10, 2006."

Under the new federal cause of action, the substantive (as opposed to procedural)
law that governsliability isthe law of the state in which the acts of terrorism occur,
except for the federal liability limitations discussed below.”* The significance of
creating a federal cause of action is that suits may be brought in federal court
regardless of the domicile of the parties and regardless of the amount of damagesthat
theplaintiff seeks.™* Infact, section 863 requiresthat suitsbebrought infederal court;
though federal causes of action generally may also be brought in state court, this
particular cause of action may not be, as section 863 provides that the “ appropriate
federal district court” shall have “exclusive jurisdiction.”*®

8 For additional information, see [http://www.safetyact.gov].

°The SAFETY Act does not explicitly preempt state causes of action, but appearsto do so
implicitly. Section 863(a)(2) gives federal district courts exclusive jurisdiction, but the
statute does not state that the federal cause of action is exclusive. It would not seem
reasonable, however, to construe the statute not to preempt state causes of action because,
if it did not preempt them, then, because state causes of action in some states do not include
liability limitations similar to those in the SAFETY Act, plaintiffs in those states would
bring state causes of action (albeit in federal court) and the SAFETY Act would have no
effect in those states.

10 68 Fed. Reg. 41419-41432 (July 11, 2003), 6 C.F.R. Part 25.
11 68 Fed. Reg. 59684-59704 (October 16, 2003), 6 C.F.R. Part 25.
12 71 Fed. Reg. 33147-33168 (June 8, 2006), 6 C.F.R. Part. 25.

B Thisincludes*“choice of law principles,” which meansthat, under section 863, if astate’s
law callsfor the application of another state’ s law, then the first state may apply the second
state’ s law.

1428 U.S.C. § 1332 allows state causes of action to be brought in federal court only if the
plaintiffs and defendants are from different states and the amount in controversy exceeds
$75,000.

> The reason that the statute created afederal cause of action, rather than simply requiring
state causes of action to be brought in federal court, may be that it might have been
unconstitutional to allow state causes of action between plaintiffs and defendants from the

(continued...)
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Exceptions to the Application of State Law. Although the substantive
law of the state in which the acts of terrorism occur governsthe new federal cause of
action, section 863 prescribes some rules that preempt state law.

e Section 863 prohibits awards of punitive damages and of interest
prior to judgment.

e Section 863 prohibits joint and several liability for noneconomic
damages. Noneconomic damagesare damagesfor pain and suffering
and other losses that do not constitute monetary expenses, such as
medical bills and lost wages. Joint and severa liability is the rule
that, if more than one defendant is found liable for a plaintiff’s
injuries, then each defendant may be held 100 percent liable. (The
plaintiff may not recover more than once, but he may recover al his
damages from one defendant, with that defendant then entitled to
seek contribution from other liable defendants.) Thereason for joint
and severa liability is that the common law viewed it as preferable
for awrongdoer to pay more than his share of the damages than for
an injured plaintiff to recover less than the full compensation to
which heisentitled. Under section 863, in lieu of joint and severa
liability for noneconomic damages, “[n] oneconomic damages may be
awarded against adefendant only in an amount directly proportional
to the percentage of responsibility for the harmto the plaintiff.” Joint
and severa liability will continue to apply to economic damages,
except when state law provides otherwise.

e Section 863 eliminatesthe collateral sourcerule. Thisistherulethat
allows an injured party to recover damages from the defendant even
if heisalso entitled to receive them from athird party (a*collateral
source”), such as a health insurance company or an employer. The
collateral source rule may allow doublerecovery for the plaintiff, but
the common law viewed it as better for the victim than for the
wrongdoer to profit from the victim’s prudence (as in buying health
insurance) or good fortune (in having some other collateral source
available). Section 863 provides: “Any recovery by a plaintiff . . .
shall be reduced by the amount of collateral source compensation, if
any, that the plaintiff has received or isentitled to receive. . . .”

e Section 863 permits the government contractor defense. Thisis a
defense, created by the Supreme Court pursuant to “federal common
law,” that product manufacturers may use in products liability cases
that allege a design defect or a failure to warn.’® These are cases,

15 (_..continued)
same state to be brought in federal court. See, In re TMI Litigation Cases Consal. 11, 940
F.2d 832, 848-851 (3d Cir. 1991).

6 Boyle v. United Technologies Corp., 487 U.S. 500, 504 (1988) (design defect);
Densberger v. United Technologies Corp., 297 F.3d 66, 75 n.11 (2d Cir. 2002) (failure to
(continued...)
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brought under statelaw, in which the plaintiff allegesthat hisinjuries
were caused by a product that was defectivein that the manufacturer
failed to use the safest feasible design for the product or failed to
provide adequate warnings of a product hazard that could not be
eliminated by afeasiblesafer design. Initsdefense, the manufacturer
may assert that it manufactured the product pursuant to agovernment
contract and that the design or warning it used was required by
contract specifications. When it successfully asserts this defense, it
may not be held liable. Under section 863, however, as interpreted
by the Department of Homeland Security, “[s]ellersof qualified anti-
terrorism technol ogies need not design their technologies to federal
government specifications in order to obtain the government
contractor defenseunder the SAFETY Act. Instead, the Act setsforth
criteria for the Department’s Certification of technologies [that are
eligible for the defense].”*’

Under section 863, that is, the government contractor defensewould beavailable
“when qualified anti-terrorism technologies approved by the Secretary” have been
deployed, and “[t]he Secretary will be exclusively responsible for the review and
approval of anti-terrorism technology for purposes of establishing a government
contractor defense. . ..” Thisindicatesthat the Secretary’ sapproval of anti-terrorism
technology for purposes of establishing a government contractor defense is separate
from his determination that anti-terrorism technology qualifies to be subject to suit
under section 863 instead of under state law.

Section 863(d) provides:

Should a product liability or other lawsuit befiled . . . relatingto . . . qualified
anti-terrorism technologies approved by the Secretary . . . there shal be a
rebuttabl e presumption that the government contractor defense appliesin such a
lawsuit. This presumption shall only be overcome by evidence showing that the
Seller acted fraudulently or with willful misconduct in submitting information to
the Secretary . . . . This presumption of the government contractor defense shall
apply regardless of whether the claim against the Seller arises from a sale of the
product to Federal Government or hon-Federal Government customers.”

On its face, this language seems to immunize government contractors from
liability for injuries caused by defects that were not necessarily required by contract
specifications, including defects that were not even design defects but that occurred
in the manufacturing process. In other words, it appears to provide immunity to
sellers in al cases in which the seller did not engage in the specified fraud or
misconduct. One might argue, however, that, when section 863 says that “the
government contractor defense applies,” it means only that it applies in the general
circumstanceinwhichit ordinarily applies, namely in design defect casesinwhichthe
defendant followed government contract specifications. The Department of Homeland

16 (...continued)
warn).

1771 Fed. Reg. 33149.
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Security apparently takes this position when it states that, except when the
presumption in favor of thegovernment contract isrebutted, it is* clear that any Seller
of an ‘approved’ technology cannot be held liable under the Act for design defects or
failuretowarn clams. . . . The Department believes that Congress incorporated the
Supreme Court’s Boyle line of cases as it existed on the date of enactment of the
SAFETY Act, rather than incorporating future developments of the government
contractor defense in the courts.” '8

Liability Insurance. Section 864(a) of the Homeland Security Act of 2002
provides that sellers of anti-terrorism technology to federal and non-federa
government customers must obtain liability insurance in such amounts as the
Secretary shall require, and such insurance shall protect, in addition to the seller,
“contractors, subcontractors, suppliers, vendors and customers of the Seller,” and
“contractors, subcontractors, suppliers, and vendors of the customer.” Section 864(b)
provides that “[t]he Seller shall enter into a reciprocal waiver of claims with its
contractors, subcontractors, suppliers, vendors and customers, and contractors and
subcontractors of the customers. . . under which each party to thewaiver agreesto be
responsible for thelosses . . . that it sustains. . . .” Section 864(c) provides that a
seller’ s liability shall be limited to the amount of liability insurance coverage that it
isrequired to maintain under section 864(a).

Air Transportation Security Companies

Section 890 of the Homeland Security Act of 2002 limits the liability of air
transportation security companies and their affiliates for clams arising from the
September 11, 2001 air crashes. It limits their liability to the amount of liability
insurance they had on that date.

Section 890, more precisely, limits the liability of “persons engaged in the
business of providing air transportation security and their affiliates,” if they are
employees or agents of “acitizen of the United States undertaking . . . to provide air
transportation” and, if agents, “have contracted directly with the Federal Aviation
Administration on or after and commenced services no later than February 17, 2002,
to provide such security and have not been or are not debarred for any period within
six months from that date.” Section 890 limits the liability of such persons (i.e., air
trangportation security companies and their affiliates) only for claims “arising from
theterrorist-related crashes of September 11, 2001,” and it limitsit to the “ amount of
liability insurance coverage maintained by that . . . person.”*

Bd.

19t isnot apparent the circumstancesin which an air transportati on security company would
both be an agent of a citizen of the United States who provides air transportation and have
contracted directly with the FAA. Itisalso not apparent why companieswho provided air
transportation security on September 11, 2001 arerequired to have contracted withthe FAA
by February 17, 2002 in order to benefit from the liability limitation.
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The September 11th Victim Compensation Fund of 2001% already providesthis
liability limitation for air carriers. What section 890 of the Homeland Security Act
of 2002 does is to redefine “air carrier” to include the persons referred to in the
preceding paragraph.

Air Carriers

Section 1201 of the Homeland Security Act of 2002, 49 U.S.C. § 44303(b),
limited the liability of air carriers “[f]or acts of terrorism committed on or to an air
carrier” through 2003, and it has been extended through 2008. Thissection, in effect,
reenacted section 201(b)(2) of the Air Transportation Saf ety and System Stabilization
Act, P.L. 107-42, which was enacted on September 22, 2001. (Title IV of this act
created the September 11th Victim Compensation Fund of 2001.)

Section 201(b)(2) of P.L. 107-42 conferred aliability limitation on air carriers
for terrorist attacks that might have occurred after September 11, 2001. It provides
that,

[f]or acts of terrorism committed on or to an air carrier during the 180-day period
following the date of enactment of this Act, the Secretary of Transportation may
certify that the air carrier was avictim of an act of terrorismand . . . shall not be
responsible for losses suffered by third parties (as referred to in section
205.5(b)(1) of title 14, Code of Federal Regulations) that exceed $100,000,000,
in the aggregate, for al claims by such parties arising out of such act.

If the Secretary so certifies, making the air carrier not liable for an amount that
exceeds $100 million, then “the Government shall be responsible for any liability
above such amount. No punitive damages may be awarded against an air carrier (or
the Government taking responsibility for an air carrier under this paragraph) under a
cause of action arising out of such act.”

The section in the Code of Federal Regulations that section 201(b) mentions
refersto “ persons, including non-employee cargo attendants, other than passengers’;
these are apparently the “third parties’” to whom section 201(b) refers, for whose
losses above $100 million the government, but not an air carrier, would be
responsible. P.L. 107-42, asnoted, was enacted on September 22, 2001, which means
that it sunset on March 21, 2002.

Section 1201 of the Homeland Security Act of 2002 extended the period during
which section 201(b) would apply to December 31, 2003. It also gave certifying
authority for operation of theliability limitation to the Secretary of Homeland Security
instead of the Secretary of Transportation, and it codified the section in 49 U.S.C.
§44303(b). P.L. 110-161, 8§ 114(b) extended the liability l[imitation to December 31,
2008.%

249 U.S.C. § 40101 note; P.L. 107-42, title IV, as amended by P.L. 107-71, title ll. See
CRS Report RL31179, The September 11th Victim Compensation Fund of 2001.

2L For prior extensions, seeP.L. 110-116, 88 101 and 102 (specifically, thenew § 156 of P.L.
(continued...)
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Federal Flight Deck Officers

Section 1402 of the Homeland Security Act of 2002 created 49 U.S.C. § 44921
to " establish aprogram to deputize volunteer pilotsof air carriers providing passenger
air transportation or intrastate passenger air transportation as Federal law enforcement
officers to defend the flight decks of aircraft of such air carriers against of criminal
violenceor air piracy. Such officersshall beknown as' Federal flight deck officers.””
Subsection (h) of section 44921 provides: “(1) An air carrier shall not be liable for
damagesinany action. . . arising out of aFederal flight deck officer’ suse of or failure
touseafirearm,” and “(2) A Federal flight deck officer shall not beliablefor . .. acts
or omissions. . . in defending the flight deck of an aircraft unless the officer is guilty
of gross negligence or willful misconduct.”

Subsection (h)(3) provides: “For purposes of an action against the United States
with respect to actsor omissionsof aFederal flight deck officer in defending theflight
deck of an aircraft, the officer shall betreated asan of the Federal Government.” This
means (as explained above under “ Smallpox Vaccines’) that the federal government
may be sued under the Federal Tort Claims Act. This is apparently the case even
when aFederal flight deck officer isguilty of gross negligence or willful misconduct,
except that, among the FTCA’s exceptions to government liability is that the
government may not be held liable for claims based on assault or battery.

Note that, ordinarily, when a personistreated as afederal employeefor liability
purposes, he becomestotally immunefromtort liability. Section 1402 makes Federal
flight deck officers an exception, as it leaves them liable for gross negligence or
willful misconduct. Subsection (h)(3) recognizesthisby treating Federal flight deck
officers as federal employees only “[f]or purposes of an action against the United
States”; it does not treat them as federal employees for purposes of an action against
themselves.

Vaccine Components and Ingredients Manufacturers
and Administrators

Sections1714-1717 of theHomeland Security Act of 2002 amended the National
Childhood Vaccine Injury Act of 1986,% which is part of the Public Health Service
Act. Wefirst explain the 1986 act and then the Homeland Security Act’ samendments
to it. Note: sections 1714-1717 were repealed by P.L. 108-7 (2003), Division L,
8 102; seethe end of thisreport for details.

National Childhood Vaccine Injury Act of 1986. Thisstatute created the
Nationa Vaccine Injury Compensation Program and provides that one may not sue
a vaccine manufacturer or administrator for more than $1,000, for death or injury
caused by vaccines set forth inthe statute’ sV accine Injury Table, unlessonefirst files
apetition for compensation under the Program, and the United States Court of Federal

21 (_..continued)
110-92 added by § 102 of P.L. 110-116).

242 U.S.C. §8 300aa-1 — 300aa-34.
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Claimsissues ajudgment on the petition. The Program, which isfunded by atax on
vaccines, provides more limited recovery than is generally alowed under state tort
law, but provides relatively fast, no-fault compensation. It was hoped that “the
relative certainty and generosity of the system’s awards will divert a significant
number of potential plaintiffs from litigation.”#

Recovery under the Program islimited to actual unreimbursable expenses, up to
$250,000 for pain and suffering and emotional distress, $250,000 in the event of a
vaccine-related death, actual and anticipated |oss of earnings, and attorneys’ feesand
other costs, but no punitivedamages. A petitioner dissatisfied with hisrecovery under
the Program may sue a vaccine manufacturer or administrator under state tort law,
with some limitations. Manufacturers are not liable for failure to provide warnings
directly to the injured party, as a warning to the vaccine administrator is deemed
sufficient. There are rebuttable presumptions that manufacturers who comply with
federal regulations are not subject to suit for failure to warn or to punitive damages.

Petitions for compensation under the Program are filed for “a vaccine-related
injury or death,” and that “term does not include an iliness, injury, condition, or desth
associated with an adulterant or contaminant intentionally added to such vaccine.”*

Homeland Security Act Amendments. Sections 1714-1716 of the
Homeland Security Act of 2002 made the Program applicable not only to vaccinesin
the Vaccine Injury Table, but to “any component or ingredient of any such vaccine.”
Section 1717 made sections 1714-1716 applicable “to all actions or proceedings
pending on or after the date of enactment of thisAct,” which wasNovember 25, 2002.
An action or proceeding is no longer pending when a court has entered a judgment
that entirely disposes of it, regardless of whether the time for appeal has expired.

Section 1715 added a sentence to the section quoted above that providesthat the
Program does not cover “an adulterate or contaminant.” The new sentence provides
that the term “adulterate or contaminant shall not include any component or
ingredient.”

The statute does not state whether a claim that was pending on November 25,
2002 may be pursued if the statute of limitations in the National Childhood Vaccine
Injury Act of 1986 had already run on that date.®

Although sections 1714-1717 apply to the components and ingredients of every
vaccine listed in the Vaccine Injury Table, press reports indicate that this provision
was intended to benefit pharmaceutical manufacturer Eli Lilly, which has been “a

% H.Rept. 99-908, Part |, 99" Cong., 2d Sess. 13 (1986); reprinted in 1986 U.S.C.C.A.N.
6354.

%42 U.S.C. § 300aa-33(5).

% The statute of limitations is three years from “the date of the occurrence of the first
symptom or manifestation of onset or of the significant aggravation of suchinjury,” except
that if adeath occurred asaresult of the vaccine, then the statute of limitationsistwo years
from the date of death and four yearsfrom “the date of the occurrence of the first symptom
or manifestation of onset or of the significant aggravation of theinjury fromwhich the death
resulted.” 42 U.S.C. § 300aa-16(a)(2),(3).



CRS11

major target in a spate of lawsuitsfiled since 2000” concerning Thimerosal, whichis
apreservative used in some childhood vaccines. Thimerosal containsmercury, which
alegedly has caused autism in some vaccinated children.®

Courts, however, have held that Thimerosal is not an “adulterant” or
“contaminant” asusedinthe statute (as quoted above), but isavaccine“ component”?’
and thereforewas covered by the Program before enactment of the Homeland Security
Act of 2002. A case decided in September 2002 stated:

It appearsthat every federal court to haveruled on theissue hasheld that injuries
resulting from Thimerosal contained in vaccines are vaccine-related under the
meaning of the Act. See Liu v. Aventis Pasteur, No. A-02-CA-395-SS, 2002 WL
31007709 (W.D.Tex. August 23, 2002) (holding theinjurieswere vaccinerel ated
in a motion to dismiss); Owens v. Am. Home Prods. Corp. 203 F. Supp.2d 748
(S.D. Tex. 2002); see also McDonald v. Abbott Labs, 02-77 (S.D. Miss. Aug. 1,
2002); Collins v. Am. Home Prods. Corp., 01-979 (S.D.Miss. Aug. 1, 2002);
Sewart v. Am. Home Prods. Corp., 02-427 (S.D. Miss. Aug. 1, 2002)(denying
motion to remand and granting motion to dismiss); Strauss v. American Home
Prod. Corp., 208 F. Supp.2d 711 (S.D. Tex., 2002) (finding injuries from
Thimerosal are*“vaccine-related” under the Vaccine Act); Blackmonv. American
Home Prod. Corp., Cause No. G-02-179 (S.D. Tex. May 8, 2002) (same); Owens
v. American Home Prod. Corp., 203 F. Supp.2d 748 (S.D. Tex. 2002)(same).
Additionally, the Department of Health and Human Services has taken the
position that Thimerosal is not an adulterant or contaminant of vaccines.®

It appears, therefore, that, with respect to Thimerosal, sections1714-1717 would
have made adifference only to the extent that they would have precluded future court
decisions that disagree with these.

P.L.108-7(2003), DivisionL, § 102, repeal ed sections 1714-1717, and provided
that the VVaccine Program “ shall be applied and administered asif the sections. . . had
never been enacted. . .. Noinference shall be drawn from enactment of sections 1714
through 1717 . . . or from thisrepeal, regarding the law prior to enactment of sections
1714 through 1717. . .. Further, no inference shall be drawn that [thisrepeal] affects
[sic] any change in that prior law, or that Leroy v. Secretary of Health and Human
Services [supra, note 22] was incorrectly decided.”

P.L. 108-7 (2003), Division L, 8§ 102, aso provides that it is the sense of
Congress that, not later than six months after the date of its enactment, which was
February 20, 2003, the Senate Committee on Heal th, Education, Labor, and Pensions;
and the House Committee on Energy and Commerce, “should report abill addressing
theissues’ of ensuring an adequate supply of vaccines, devel oping new vaccines, and
liability for vaccine-related injuries.

% “Homeland Bill Rider Aids Drugmakers,” Washington Post, November 15, 2002, p. A7.

2" eroy v. Secretary of the Department of Health and Human Services, No. 02-392, 2002
U.S. Claims LEXIS 284 (October 11, 2002).

% Bertrand v. Aventis Pasteur Laboratories, Inc., 226 F. Supp.2d 1206, 1213 (D. Ariz.
2002). This quotation names eight cases, and the cases cited in this footnote and the
previous footnote make atotal of ten that have ruled the same way.



