
It has been more than 20 years since one of the first cases of
bioterrorism was detected. The incident involved a reli-
gious cult that contaminated a salad bar with salmonella
poison, causing hundreds of residents of Wasco County,
Oregon, to be hospitalized.1 Since then, there have been
numerous scattered incidents of actual and attempted an-
thrax poisoning of U.S. Postal Service and congressional
employees; and increasing concern about virulent flu
strains—such as avian flu—that could potentially spread
to pandemic proportions2 or be used as a terrorist weapon.3

Yet few new biological countermeasures have reached
the marketplace and Congress continues to search for ways
to encourage a domestic biodefense industry, despite hav-
ing enacted the Project BioShield Act of 2004
(BioShield). The emerging biodefense industry identified
shortcomings in BioShield quickly. Congress recently at-
tempted to address these shortcomings by enacting the
Public Readiness and Emergency Preparedness Act in De-
cember 2005.4 Yet it remains to be seen whether that Act
will fully achieve its intended purposes any more than
BioShield has.

In this article, we briefly discuss the initial efforts under-
taken to stimulate a biodefense industry and the various
follow-on legislative proposals designed to further induce
private sector participation in the development and manu-
facture of countermeasures. Next, we examine the targeted
liability protections of the Public Readiness and Emer-
gency Preparedness Act and discuss some of the Act’s po-
tential limitations. Finally, we review the government’s ap-
proach to the development of the nuclear industry in the
1950s, which utilized a guaranteed market approach to de-
velop a uranium market. That approach could serve as a

potential model of an additional step that Congress could
take to ensure the appropriate quantity and quality of
countermeasures are available to combat bioterrorism and
other pandemics and epidemics.

Background
The first major policy initiative designed to stimulate the
development and manufacture of countermeasures to com-
bat bioterrorism was the Project BioShield Act of 2004,
Pub. L. No. 108-276, signed by President George W. Bush
on July 21, 2004. The stated intent of the Act is:

To provide protections and countermeasures against chemical,
radiological, or nuclear agents that may be used in a terrorist
attack against the United States by giving the National Insti-
tutes of Health contracting flexibility, infrastructure improve-
ments, and expediting the scientific peer review process, and
streamlining the Food and Drug Administration approval
process of countermeasures.5

Thus, BioShield established several new countermea-
sure procurement authorities, expedited approval proce-
dures, and created a $5.6 billion special reserve fund for the
procurement of countermeasures for the Strategic National
Stockpile. The Department of Health and Human Ser-
vices (HHS) assigned the Office of Research and Develop-
ment Coordination as the central point of authority to co-
ordinate the procurement of requested countermeasures.

Despite the new authorities and funds provided in
BioShield and the apparent demand for new and sophisti-
cated countermeasures, the private sector has not rushed to
enter the biodefense market.6 In addition to concerns over
transparency and overall direction, the biotechnology and
pharmaceutical communities have faced two primary chal-
lenges to entering the countermeasure market: (1) the lack
of a guaranteed market for their products; and (2) the
prospect of catastrophic liability if their products result in
death or bodily injury.

First, due to the long and expensive development peri-
od of any new drug, device, or biological product, manufac-
turers face a tremendous risk if there is no customer to pur-
chase the product upon completion. BioShield did not
establish a guaranteed procurement mechanism, and,
therefore, many manufacturers have been reluctant to in-
vest the resources in new drugs or technologies without a
clear sense as to who will purchase the new products upon
completion. Similarly, companies engaged in developing
and manufacturing biological countermeasures face unique
risks because of the very nature of the underlying threat
and the difficulty of responding to it. The threat ranges
from natural pathogens delivered intentionally by surpris-
ing means to microorganisms genetically engineered for
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nefarious purposes.7 BioShield also failed to provide HHS
with any additional liability protection mechanisms for
manufacturers and distributors of these inherently danger-
ous countermeasures.8

Recognizing the need to broaden the federal govern-
ment’s biodefense program, Congress explored several leg-
islative proposals in 2005 designed to induce the private
sector into participation in this critical arena. Senator Judd
Gregg undertook the initial effort to launch a second round
of BioShield on January 24, 2005, with the introduction of
S. 3, Protecting America in the War on Terror Act of 2005.
Senator Gregg’s bill offered several incentives to encourage
development of countermeasures including patent exten-
sions, tax credits, and litigation reforms. Soon thereafter,
Senators Orrin Hatch and Joseph Lieberman, the authors of
BioShield, introduced S. 975, the Project BioShield II Act
of 2005. That bill was a more comprehensive piece of legis-
lation and offered a number of incentives to encourage and
establish biodefense, infectious disease, vaccine, and re-
search tool industries, including tax credits, patent term
restoration and extensions, and liability protections. 

Throughout the summer of 2005, Senator Richard Burr,
chair of the Subcommittee on Bioterrorism and Public
Health Preparedness of the Senate HELP Committee, con-
ducted several roundtable discussions focusing on how to
develop and manufacture necessary medical countermea-
sures for the government’s BioShield program. These dis-
cussions culminated in the introduction of S.
1873, the Biodefense and Pandemic Vaccine and
Drug Development Act of 2005. Similar to the
other legislative proposals, S. 1873 provided sever-
al incentives to the private sector including ex-
tending market exclusivity for the patents on cer-
tain countermeasure products, the creation of a
new Biodefense Medical Countermeasure Develop-
ment Fund, and liability protections in the form of
immunity from suit, with an exception for willful
misconduct determined by the secretary of HHS. Senator
Burr’s bill also proposed a new agency, the Biomedical Ad-
vanced Research and Development Agency, within HHS
to coordinate and oversee the activities that support and ac-
celerate the research and development of medical counter-
measures and qualified pandemic or epidemic products.9

Despite the numerous competing proposals, only one of
the bills was even reported out of committee and none re-
ceived floor consideration. Thus, the 2005 legislative ses-
sion appeared to be drawing to a close without any congres-
sional action to stimulate the development of biological
countermeasures. However, with the threat of pandemic
avian flu looming in the press, Congress finally took action,
just hours before adjourning for the year-end holidays.

New Law: “Public Readiness and Emergency 
Preparedness Act”
In the final hours of last year’s congressional session, Sen-
ate Republicans added a controversial new liability protec-

tion measure for entities that produce and administer bio-
logical countermeasures in the Department of Defense Ap-
propriations Act for fiscal year 2006 (H.R. 2863). The
Public Readiness and Emergency Preparedness Act
(PREPA) contained elements of some of the earlier intro-
duced Bioshield, but also included entirely new compo-
nents not previously aired. In general, PREPA provides a
potentially broad immunity to any entity that qualifies as a
“covered person” and administers or uses a “covered coun-
termeasure” within the parameters of a declaration issued
by the secretary of HHS.

Senate Majority Leader Bill Frist and other Republican
leaders argued that the liability measure was necessary to fur-
ther induce biotechnology companies to develop drugs and
vaccines to counter pandemic flu and other bioterrorism
threats.10 Opponents of the bill, including Senator Edward
Kennedy, a Democrat, labeled the liability provision as an
early “Christmas present” and a giveaway to the pharmaceu-
tical industry.11 No matter the political spin, PREPA pro-
vides the secretary of HHS a new tool to spur countermea-
sure development, but only if the secretary chooses to use it.

General Overview
PREPA amends the Public Health Service Act (42 U.S.C.
§§ 243 et seq.) by adding two new sections regarding liability
protections for “covered countermeasures” and an alterna-
tive compensation system for those injured from the ad-

ministration or use of covered countermeasures. Specifically,
the liability protection provides that a “covered person
shall be immune from suit and liability under Federal and
State law with respect to all claims for loss caused by, aris-
ing out of, relating to, or resulting from the administration
to or the use by an individual of a covered countermeasure
if a declaration . . . has been issued with respect to such
countermeasure.”12 The only exception to the immunity is
for a federal cause of action against a “covered person” for
death or serious physical injury that is proximately caused
by willful misconduct.

Thus, the potential scope of the immunity for a covered
person is broad. Specifically, the immunity applies “to any
claim for loss that has a causal relationship with adminis-
tration to or use by an individual of a covered countermea-
sure, including a causal relationship with the design, devel-
opment, clinical testing or investigation, manufacture,
labeling, distribution, formulation . . . marketing . . . sale . . .
prescribing . . . of such countermeasure.”13 A “covered person”
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includes the United States, a manufacturer, distributor, or
program planner of a covered countermeasure, or a quali-
fied person who administered the countermeasure. The de-
finition of a covered countermeasure is also potentially
broad, as it includes any qualified pandemic or epidemic
product (“qualified product”), any security countermeasure
(responding  to a material threat determined under
BioShield), and any drug, biological product, or device au-
thorized for emergency use under section 564 of the Feder-
al Food Drug and Cosmetic Act (FFDCA). A qualified
product is further defined as a drug, biological product, or
device that is (1) used to prevent or cure a pandemic, epi-
demic, or life-threatening disease; and (2) approved under
the FFDCA, or authorized for emergency use under the
FFDCA, or is the object of research for possible use to pre-
vent or cure a pandemic, epidemic, or life-threatening dis-
ease and is subject of an exemption under the FFDCA.

Secretary’s Declaration
As mentioned above, the only key limitation on the liabil-
ity protection is that it is available for the administration
or use of a covered countermeasure during the period and
in accordance with a declaration issued by the secretary of
HHS. Specifically, if the secretary determines that a dis-
ease, health condition, or other threat to health consti-
tutes a public health emergency, or that there is a credible
risk that the disease, condition, or threat may in the future
constitute such an emergency, the secretary may make a
declaration recommending under various conditions the
administration or use of a covered countermeasure.

The declaration is required to identify for each covered
countermeasure the disease or health condition against
which the countermeasure should be used, the effective
immunity period, the population of individuals for which
immunity would apply, and geographic area(s) for which
the immunity applies with respect to the administration or
use of the covered countermeasure. The secretary’s deci-
sion with respect to the scope or duration of a declaration
is not subject to judicial review, and the only additional
notification required is that the secretary must notify the
appropriate congressional committees within 30 days of
making a declaration. Furthermore, the declaration must
be published in the Federal Register. 

However, there may be little transparency to the deci-
sion-making process as the secretary is explicitly not re-
quired to provide to the public “any statements of the gen-
eral course and method by which its functions are
channeled and determined, including the nature and re-
quirements of all formal and informal procedures avail-
able.”14 The only additional guidance or “factors to be con-
sidered” provided in PREPA is that when deciding
whether and under what circumstances to issue a declara-
tion, the secretary must consider the “desirability of en-
couraging” the development or manufacture of a specific
countermeasure.15 No guidance is included on what type of
disease, health condition, or threat now or in the future

may constitute a public health emergency. Furthermore,
PREPA does not establish any procedures or offer the pub-
lic any mechanism for requesting that the secretary issue a
declaration. Because PREPA itself provides no guidance on
how and when declarations of public health emergencies
will be made, companies currently developing counter-
measures cannot be certain that the products they are de-
veloping will be eligible for the liability protections.

Willful Misconduct Exception to Immunity
In the event the secretary issues a declaration for a specific
covered countermeasure, the only exception to the covered
person’s immunity is when a plaintiff can provide clear and
convincing evidence of “willful misconduct” on the part of
the covered person that resulted in death or serious physical
injury to the plaintiff. PREPA sets a high standard for what
qualifies as willful misconduct as only those acts or omis-
sions that are undertaken “intentionally to achieve a
wrongful purpose,” “knowingly without legal or factual jus-
tification,” and “in disregard of a known or obvious risk so
great as to make it highly probable that the harm will out-
weigh the benefit.”16 In addition, the secretary, in consulta-
tion with the attorney general, is directed to develop regula-
tions that “further restrict” the definition, describing the
scope of acts or omissions that “may qualify as willful mis-
conduct” for purposes of the authorized civil suit.17

PREPA also sets forth two types of activities that do not
qualify as willful misconduct as a matter of law. First, “will-
ful misconduct” is ruled out if the “program planner”18 or
“qualified person”19 who administered the covered counter-
measure followed the directions or recommendations con-
tained in the secretary’s declaration and notified health au-
thorities of the relevant injury within seven days. Second,
if the conduct in question is regulated by the FFDCA or
the Public Health Service Act, a lawsuit for willful miscon-
duct can only be brought if the federal government has
taken an enforcement action against the manufacturer’s or
distributor’s conduct.

With respect to the exclusive federal cause of action for
“willful misconduct,” PREPA makes several changes to the
normal rules of civil procedure. For instance, the action
must be filed in the U.S. District Court for the District of
Columbia, and will be governed by the law of the state in
which the alleged willful misconduct occurred, unless such
law is inconsistent with or preempted by federal law. The
lawsuit will be initially assigned to a three-judge panel to
hear all pretrial motions to dismiss and for summary judg-
ment. If the defendants fail to get the case dismissed, the
case will then be assigned to a single judge in that same dis-
trict for trial.

In addition, PREPA imposes heightened pleading re-
quirements on the plaintiff, including a requirement that
each element of the claim be pled with particularity, in-
cluding the specific acts or omissions constituting willful
misconduct by each defendant and facts supporting proxi-
mate causation and serious physical injury or death. The
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240 days after such request is filed. Nonetheless, if a plain-
tiff receives and accepts an award under the compensation
program, he or she may not file suit against a covered per-
son under the willful misconduct exception.

Potential Limitations on Act’s Effectiveness
PREPA is targeted to liability issues, but does not address
other important industry concerns. As indicated, PREPA
provides no visibility into how HHS will determine which
covered countermeasures may qualify for a declaration and
the immunity protection, thus leaving manufacturers uncer-
tain as to their potential liability exposure. Further, PREPA
does not contain any mechanism to guarantee a market for
biodefense products nor to ensure the federal government’s
long-term commitment to sustain private sector efforts to
develop and manufacture critical countermeasures.23

Opponents of the new immunity protection have
threatened to reopen the controversial liability provision
and derail any future efforts at a second round of biode-
fense legislation.24 In fact, on February 15, 2006, Senator
Kennedy and 19 colleagues from the House and Senate
sent Senator Bill Frist a letter voicing their opposition to
PREPA, and introduced what they described as a “reason-
able alternative” to the Act, the Responsible Public Readi-
ness and Emergency Preparedness Act of 2006 (S. 2291).25

Senate bill 2291 would repeal the Public Readiness and

Emergency Preparedness Act of 2006, and replace it with
liability protection under the Federal Tort Claims Act for a
limited set of countermeasures, and a fully funded compen-
sation program modeled on the successful Vaccine Injury
Compensation Program.

To the extent the liability provision is reexamined, Con-
gress may wish to consider directing the secretary to publish
regulations that describe in greater detail the process by
which a declaration for a covered countermeasure will be is-
sued. Additionally, as with SEPPA, Congress should appro-
priate some level of funding so that the alternative compen-
sation system can offer a viable path for injured persons to
be fairly compensated. The lack of funding may discourage
the very investments in research and development that the
liability protections are designed to induce.

plaintiff must also file an affidavit attesting to the truth of
the facts alleged, as well as an affidavit from a medical ex-
pert on proximate causation and certified medical records
evidencing serious physical injury or death.

In those cases in which a plaintiff prevails in a suit for
willful misconduct, PREPA directs that any award of dam-
ages be reduced by the amount of any collateral source
benefits to be paid or received by the plaintiff. Further-
more, with respect to any noneconomic damages, includ-
ing pain and suffering and other nonpecuniary damages, a
defendant may only be held liable for an amount directly
proportional to the percentage of responsibility for the
harm to the plaintiff.

Alternative Compensation System
Prior to bringing a lawsuit directly against a covered person
for willful misconduct, an individual harmed by a covered
countermeasure must exhaust the remedies provided under
section 319F-4, the covered countermeasure process
(CCP). This new section requires that upon the issuance
of a declaration, an emergency fund, entitled the Covered
Countermeasure Process Fund, be established to provide
compensation to individuals who suffer injuries as the re-
sult of the administration or use of a covered countermea-
sure. Although PREPA provides for the creation of the
fund, it does not appropriate any money for the fund. 

The CCP is generally modeled after the
smallpox compensation program created by the
Smallpox Emergency Personnel Protection Act
of 2003 (SEPPA).20 SEPPA authorized the secre-
tary of HHS to establish the Smallpox Vaccine
Injury Compensation Program, which was ini-
tially appropriated $42 million to provide med-
ical, lost employment income, and death bene-
fits to those individuals injured by smallpox
vaccinations. In 2003, the secretary published an
interim final rule that set forth a smallpox (vac-
cinia) vaccine injury table.21 The table identifies
adverse effects (including injuries, disabilities,
conditions, and deaths) within specific time pe-
riods that are presumed to result from the receipt of, or
exposure to, the smallpox vaccine. The secretary will use
this table, as well as the procedures set out in the interim
final rule, in deciding whether persons are eligible to re-
ceive benefits under CCP. PREPA also specifically directs
that the CCP be administered in accordance with the
SEPPA regulations. Given the short history of SEPPA’s
compensation program, it is not clear how effective the
CCP will be in providing compensation to persons in-
jured by biological countermeasures.22

As mentioned above, plaintiffs must exhaust their ad-
ministrative remedies through the compensation program
before suing under the willful misconduct exception. This
requirement, however, is waived if Congress fails to fund
the compensation program or if the secretary fails to make
a final determination on a claim for compensation within

PREPA provides no visibility into how HHS will 
determine which covered countermeasures 
may qualify for a declaration and the immunity 
protection, leaving manufacturers uncertain 
as to their potential liability exposure.
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Remaining Challenge: Guaranteeing Demand for
Biodefense Products

In February 2003, the Bush administration likened the new
biodefense initiative to the early days of the space pro-
gram.26 However, companies participating in the space pro-
gram had a dedicated government customer—the National
Aeronautics and Space Administration—that paid not
only for their research efforts but also purchased the result-
ing products. In contrast, the demand for biodefense prod-
ucts is diffuse and tenuous, unless and until a catastrophic
event occurs. Moreover, while the National Institutes of
Health is a key underwriter of biotechnology research and
development, there is no equivalent to NASA for biode-
fense products as the government is not expected to be the
primary direct purchaser of most biological countermea-
sures. Therefore, it is not clear that the biotechnology in-
dustry will invest the considerable resources required to de-
velop them, in the absence of an assured market for these
products27 or a decision by the federal government to pur-
chase and stockpile large quantities of countermeasures.

Critics of the existing BioShield program claim that the
Bush administration has not done enough to signal the
government’s commitment to make biological counter-
measures commercially available in the event of a cata-
strophic event. House Government Reform Committee
Chairman Tom Davis has cited the unavailability of a
countermeasure to treat acute radiation syndrome as an ex-
ample of the administration’s inadequate response efforts.28

It thus seems clear that further action will be necessary to
help stimulate the necessary market demand.

In considering how best to build a market for biodefense
products, it may be instructive to examine some of the in-
centives used to stimulate the domestic nuclear industry in
the 1950s and 1960s in response to President Eisenhower’s
announced “Atoms for Peace” program.29 At the time,
there were many obstacles to building a nuclear industry
not dissimilar to those faced by the biodefense industry
today. These included the very significant costs and regula-
tory hurdles required to build and operate nuclear power
plants, the potential for extraordinary liability associated
with a catastrophic nuclear incident, and the lack of do-
mestically available raw materials for the production of nu-
clear power. Moreover, the government would not be the
sole or even the major purchaser of electricity generated by
nuclear reactors, so it was imperative to create a commer-
cial demand for this novel source of power and for the nu-
clear source materials required to produce it.

Congress addressed these issues in a series of bold leg-
islative actions in the 1950s. Among other important ini-
tiatives, the liability issues were specifically addressed in
the Price Anderson Act, which established a liability limi-
tation and indemnification program for nuclear power
plant operators and companies under contract with the
then-Atomic Energy Commission (AEC).30 Congress also
took steps to establish a mechanism for ensuring that there

would be sufficient uranium available domestically to in-
duce commercial power producers to consider the use of
nuclear power. The chosen mechanism was to guarantee a
minimum purchase price for uranium ores that met specifi-
cations set by the AEC.31

The guaranteed purchase program may be instructive in
considering approaches for the biodefense industry. Under
that program, the AEC published a standard form contract
that had the legal effect of being a binding offer to pur-
chase as much uranium as miners could produce for a guar-
anteed purchase price.32 A similar program was undertaken
by the General Services Administration in the 1960s to
encourage the domestic production of manganese under
the Defense Production Act for the national stockpile.33

The notion of a guaranteed purchase price or advanced
purchase commitment is currently being explored as a
means of stimulating the development of vaccines against
HIV and malaria for use in developing countries where
there would otherwise not be sufficient market pull for
manufacturers to justify the necessary development costs.34

Under various approaches being considered, international
aid organizations would not necessarily purchase the prod-
ucts, but would commit to make up any difference between
the guaranteed purchase price and the market price for the
product when eventually sold.

These and other market-making mechanisms may be
worth exploring for possible application to the biodefense
industry in the United States.

Conclusion
The enactment of the Project BioShield Act of 2004 and
the Public Readiness Emergency Preparedness Act are im-
portant first steps toward stimulating private sector invest-
ment in the development and production of biological
countermeasures. However, additional government action
will likely be required to ensure that effective biological
countermeasures reach the public. Additional steps that
the administration could take include providing greater
transparency into the government’s decision-making
process for purchasing biological countermeasures and for
determining public health emergencies; providing full
funding of a compensation system for persons injured by
countermeasures; and creating a guaranteed or advance
purchase program to help stimulate a market demand for
products that are otherwise not marketable. PL
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