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the CNMI, and American Samoa. Current law 
only allows use of DoD facilities for FAS 
citizens currently referred by the govern-
ments of the Federated States of Micronesia 
and the Republic of the Marshall Islands. 

Section 6. Authorizes Reconciliation of 
Medical Referral Debts. Directs the United 
States Government to make available to the 
governments of Federated States of Micro-
nesia, the Republic of the Marshall Islands, 
and the Republic of Palau funds needed to 
pay obligations incurred for the use of med-
ical facilities in the United States, including 
in Guam, the State of Hawaii, the CNMI, and 
American Samoa, prior to October 1, 2003. 
Under current law, such authorization ap-
plies to debt accrued before September 1, 
1985.

In closing, Mr. Speaker, I want to reiterate 
my support and, I believe, the support of my 
State for the Compacts, but also the great im-
portance of adequate Compact Impact Aid to 
Hawaii, whether by appropriate general fund-
ing or legislation such as this or both.

f 

HONORING THE DISTINGUISHED 
PUBLIC SERVICE OF DON MOSER 

HON. BART GORDON 
OF TENNESSEE 

IN THE HOUSE OF REPRESENTATIVES 

Monday, July 14, 2003

Mr. GORDON. Mr. Speaker, I rise today to 
congratulate Don Moser for his 32 years of 
service as chairman of the Murfreesboro, Ten-
nessee, Water and Sewer Board. He was ap-
pointed to the board on July 20, 1971, and re-
tired on July 3, 2003. 

As a member of the Water and Sewer 
Board, Don was responsible for general super-
vision and control of operation, maintenance, 
and improvement and extension of the city’s 
Water and Sewer Department. He has been a 
key leader in developing the plans for building 
and enlarging facilities for both drinking water 
and wastewater treatment in my hometown of 
Murfreesboro. Also, his experience as a bank-
ing professional allowed him to provide sound 
fiscal expertise to the Water and Sewer Board. 

Don’s role as chairman over the years has 
been instrumental in facilitating growth within 
the department. With the completion of Inter-
state 24 in the early 1970s, the department 
extended water and sewer service to the 
Murfreesboro interchanges and brought new 
industries and jobs to the city. During his ten-
ure on the board, many new standards and 
upgrades were established to improve effi-
ciency and service. In 1971, more than 27,000 
people lived in Murfreesboro, and the Water 
and Sewer Department served more than 
7,000 customers. Today, the department 

serves more than 27,000 customers, and the 
city has a population of more than 75,000. 
And the assets of the utility plant at the de-
partment have grown from $14 million dollars 
in 1971 to well over $196 million in 2002. 

Don has served his community in a variety 
of roles, including being a member of the city’s 
Pension Committee since December 3, 1971. 
He has served the city under four mayors: 
Hollis Westbrooks, Joe Jackson, Richard 
Reeves and the current mayor of 
Murfreesboro, Tommy Bragg. 

Don has earned the respect of the entire 
community during his tireless service to the 
public, as has his wife, Jean, who has been a 
steadfast partner in all this. Don’s leadership 
and work ethic will be sorely missed on the 
Murfreesboro Water and Sewer Board. I cor-
dially congratulate Don on his distinguished 
career as a public servant and wish him well 
in future endeavors.

f 

PROJECT BIOSHIELD ACT OF 2003

HON. CHRISTOPHER COX 
OF CALIFORNIA 

IN THE HOUSE OF REPRESENTATIVES 

Monday, July 14, 2003

Mr. COX. Mr. Speaker, I hereby submit for 
inclusion in the RECORD the cost estimate from 
the Congressional Budget Office for H.R. 
2122, the Project BioShield Act of 2003, re-
flecting that implementing H.R. 2122 would in-
crease discretionary spending by $0.3 billion 
in 2004. The Public Printer estimates that the 
cost of including the CBO estimate in the 
RECORD is $975. Because this estimate dated 
July 9, 2003, was not received by the Com-
mittee in time for inclusion in the Committee 
Report on the legislation.

U.S. CONGRESS, 
CONGRESSIONAL BUDGET OFFICE, 

Washington, DC, July 9, 2003. 
Hon. CHRISTOPHER COX, 
Chairman, Select Committee on Homeland Secu-

rity, House of Representatives, Washington, 
DC. 

DEAR CHAIRMAN: The Congressional Budget 
Office has prepared the enclosed cost esti-
mate for H.R. 2122, the Project BioShield Act 
of 2003. 

If you wish further details on this esti-
mate, we will be pleased to provide them. 
The CBO staff contacts are Jeanne De Sa, 
who can be reached at 226–9010, and Sam 
Papenfuss, who can be reached at 226–2840. 

Sincerely, 
DOUGLAS HOLTZ-EAKIN, 

Director. 
Enclosure. 

CONGRESSIONAL BUDGET OFFICE COST 
ESTIMATE, JULY 9, 2003

(H.R. 2122: Project BioShield Act of 2003—As 
ordered reported by the Select Committee 
on Homeland Security on June 26, 2003) 

SUMMARY 

H.R. 2122 would amend the Public Health 
Service Act (PHSA) to authorize appropria-
tions of up to $5.6 billion for fiscal years 2004 
through 2013 for procurement of certain secu-
rity countermeasures (drugs, devices, and bi-
ological products to treat, identify, and pre-
vent the public health consequences of ter-
rorism). Of that amount, $890 million could 
be obligated in fiscal year 2004 and up to $3.4 
billion could be obligated during fiscal years 
2004 through 2008. Funding to buy these secu-
rity countermeasures would be provided to 
the Department of Homeland Security 
(DHS), but the Department of Health and 
Human Services (HHS) would be responsible 
for procuring and stockpiling the counter-
measures. 

In addition, H.R. 2122 would authorize the 
appropriation of $5 million in 2004 and such 
sums as may be necessary for 2005 and 2006 
for DHS to hire analysts to assess biological, 
chemical, nuclear, and radiological threats. 
The bill also would authorize appropriations 
of such sums as may be necessary for fiscal 
years 2003 through 2006 for DHS to acquire 
and deploy secure facilities to receive classi-
fied information and products. 

Assuming appropriation of the authorized 
amounts and including administrative costs, 
CBO estimates that implementing H.R. 2122 
would increase discretionary spending by $0.3 
billion in 2004, $3.2 billion for fiscal years 
2004 through 2008, and $5.7 billion over the 
2004–2013 period. In addition, H.R. 2122 would 
relax certain requirements for federal agen-
cies related to the development and approval 
of countermeasures. The bill would provide 
HHS with increased authority and flexibility 
to award contracts and grants for research 
and development of qualified counter-
measures, hire technical experts, and pro-
cure items necessary for research. Those pro-
visions might result in higher discretionary 
spending, but CBO does not have sufficient 
information to estimate their budgetary ef-
fect.

The bill also would authorize the Food and 
Drug Administration (FDA) to approve the 
use of certain security countermeasures dur-
ing emergencies designated by the Secretary 
of HHS. CBO estimates this provision would 
have no budgetary effect. 

H.R. 2122 contains no intergovernmental or 
private-sector mandates as defined in the 
Unfunded Mandates Reform Act (UMRA) and 
would impose no costs on state, local, or 
tribal governments. 

ESTMATED COST TO THE FEDERAL GOVERNMENT 

The estimated budgetary impact of H.R. 
2122 is shown in the following table. The 
costs of this legislation fall within budget 
function 550 (health).

By fiscal year, in millions of dollars 

2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013

CHANGES IN DISCRETIONARY SPENDING

Project BioShield: 
Estimated Authorization Level ........................ 890 2,528 ........................ ........................ 2,175 ........................ ........................ ........................ ........................ ........................
Estimated Outlays ........................ 270 680 870 770 510 440 560 650 490 250

Personnel: 
Estimated Authorization Level ........................ 5 5 5 ........................ ........................ ........................ ........................ ........................ ........................ ........................
Estimated Outlays ........................ 5 5 5 ........................ ........................ ........................ ........................ ........................ ........................ ........................

Infrastructure: 
Estimated Authorization Level 20 20 20 20 ........................ ........................ ........................ ........................ ........................ ........................ ........................
Estimated Outlays ........................ 10 16 18 18 12 4 2 ........................ ........................ ........................

Administrative Costs: 
Estimated Authorization Level ........................ 9 9 9 9 10 10 10 10 11 11
Estimated Outlays ........................ 7 8 9 9 10 10 10 10 11 11

Total: 
Estimated Authorization Level 20 924 2,562 34 9 10 2,185 10 10 11 11
Estimated Outlays ........................ 292 709 902 797 532 454 572 660 501 261

VerDate Jan 31 2003 05:31 Jul 15, 2003 Jkt 019060 PO 00000 Frm 00010 Fmt 0626 Sfmt 0634 E:\CR\FM\A14JY8.036 E14PT1



CONGRESSIONAL RECORD — Extensions of Remarks E1473July 14, 2003
BASIS OF ESTIMATE 

CBO assumes that this bill will be enacted 
before the end of fiscal year 2003. 
Procurement of Security Countermeasures: 

Project BioShield 
Under current law, MS administers the 

Strategic National Stockpile (SNS), which 
contains drugs, diagnostic devices, vaccines, 
and other biological products to combat the 
public health consequences of a terrorist at-
tack or other public health emergencies. 
DHS currently provides the financing for 
those efforts, which include the procurement 
of a new smallpox vaccine and stockpiling of 
that vaccine and older versions of the vac-
cine. Authorization for those programs was 
established in the Public Health Security 
and Bioterrorism Preparedness Response Act 
of 2002 (Public Law 107–88). That act author-
ized appropriations of $640 million in 2002 and 
such sums as may be necessary for fiscal 
years 2003 through 2006 for the SNS and $509 
million in 2002 and such sums as may be nec-
essary for fiscal years 2003 through 2006 for 
the development of the smallpox vaccine. 
About $400 million was appropriated in 2003 
for those activities. 

H.R. 2122 would modify the existing au-
thorizations for the SNS and for the develop-
ment of the smallpox vaccine by codifying 
the provision in the PHSA instead of in Pub-
lic Law 107–88. CBO estimates that this 
modification would have no budgetary effect. 

H.R. 2122 also would authorize DHS to aug-
ment the SNS with certain additional prod-
ucts. That effort, called Project BioShield, 
would allow the federal government to enter 
into contracts to procure security counter-
measures, which are defined in the bill as 
drugs, devices, biological products, vaccines, 
vaccine adjuvants, antivirals, or diagnostic 
tests used to treat, identify, or prevent harm 
from biological, chemical, nuclear, or radio-
logical agents that the Secretary determines 
are a material threat. Such drugs, devices, or 
biological products would have to be licensed 
or approved by the FDA, or otherwise deter-
mined by the Secretary of HHS to have the 
potential to be licensed or approved by the 
FDA. The federal government also could ac-
quire products used to treat the adverse ef-
fects of drugs or biologic products used as se-
curity countermeasures. 

The rate at which the funding authorized 
by the bill would be appropriated and spent 
would depend upon many factors, including 
the nature of advances in biotechnology, the 
degree of industry interest and capacity, the 
threat environment, and government prior-
ities. Assuming appropriation of the author-
ized amounts, current and future Adminis-
trations would have the discretion to enter 
into multiple contracts for the manufacture 
of security countermeasures or to cease con-
tracting altogether for a period of years.

To estimate spending under H.R. 2122, CBO 
consulted with Administration officials 
about activities they are planning or would 
consider if Project BioShield were enacted. 
Officials described plans to acquire and 
maintain stockpiles of seven security coun-
termeasures to combat five biological 
agents. The Administration estimates that 
the cost of procuring, storing, and replacing 
those countermeasures would be about $5.6 
billion over the 2004–2013 period if there were 
no constraints on funding. 

Those currently planned acquisitions do 
not include any countermeasures for chem-
ical, radiological, or nuclear agents, and 
they address only a subset of the threats for 
which research and development activities 
on countermeasures is being conducted or 
funded by HHS, the Department of Defense 
(DOD), and the private sector. Based on in-
formation provided by government officials 
and in consultation with outside experts, 

CBO has concluded that it is likely that 
drugs, devices, or biological products ad-
dressing some of those other threats will be 
developed in the coming decade and that 
some of those countermeasures would be 
stockpiled under Project BioShield if funds 
were appropriated for that purpose. CBO’s es-
timate does not assume that any specific 
product would be developed and procured at 
any specific time. It does, however, account 
for a range of possibilities that would be 
available to the government if the author-
ized funds are appropriated. 

Authorities and Requirements Under H.R. 
2122. H.R. 2122 would authorize appropria-
tions of up to $5.6 billion for fiscal years 2004 
through 2013 for the federal government to 
enter into contracts to procure security 
countermeasures. Of that amount, $890 mil-
lion could be obligated in fiscal year 2004 and 
up to $3.4 billion could be obligated during 
fiscal years 2004 through 2008. 

Decisions regarding what types of security 
countermeasures to procure would be made 
by the President after reviewing rec-
ommendations of the Secretaries of DHS and 
HHS. Subject to Presidential approval and a 
determination that inclusion of certain 
countermeasures in the stockpile is appro-
priate, the Secretaries of DHS and HHS 
would seek potential vendors to produce the 
countermeasures and enter into contracts to 
buy the countermeasures from those ven-
dors. In making that determination, the Sec-
retary would determine and consider several 
factors, including the quantity of the prod-
uct necessary for the stockpile, the feasi-
bility of obtaining sufficient quantities of 
the product within five years, and whether 
there is a significant commercial market for 
the product other than as a security counter-
measure. Those factors would not be require-
ments for procurement, but considerations 
in determining the appropriateness for inclu-
sion of the countermeasure in the stockpile. 

The Secretary of HHS would be responsible 
for arranging the procurement, including ne-
gotiating the quantity, price, and production 
schedule in five-year contracts or coopera-
tive agreements, though eight-year con-
tracts would be permitted for first awards. 
Payment would be conditioned on the deliv-
ery of a substantial portion of promised 
units. However, the Secretary could provide 
an advance payment of not to exceed 10 per-
cent of the contract if the Secretary deter-
mines such payment is necessary to the 
project’s success. The Secretary could pay 
vendors for storage, shipping, and handling 
and would be permitted to use noncompeti-
tive procedures if the product is available 
only from a limited number of sources. Addi-
tional countermeasures for the same threat 
also could be procured, if they were to pro-
vide improved safety or effectiveness or oth-
erwise enhance public health preparedness. 

The authorized funds could not be used for 
the purchase of vaccines under contracts en-
tered into prior to enactment, or for admin-
istrative costs. Based on information from 
Administration officials, CBO expects that 
funding would not be available specifically 
for research and development, although the 
price for the completed products would prob-
ably cover some development costs. 

In addition, H.R. 2122 would allow HHS to 
produce the vaccines and other counter-
measures if HHS and DHS determined that 
the government could produce the counter-
measure more cheaply or more quickly than 
through the normal procurement process. 
This authority would not allow the govern-
ment to spend more money than is author-
ized and appropriated for this purpose. 

The Administration’s Plans to Implement 
Project BioShield. Based on existing science 
and a current assessment of potential 
threats to public health, the Administration 

has identified several agents for which coun-
termeasures are needed to protect the public 
health and could be included in Project Bio-
Shield. Those agents are smallpox, anthrax, 
botulinum toxin, plague, and Ebola. The Ad-
ministration estimates that spending for 
countermeasures under Project BioShield, 
including purchase, storage, and replace-
ment costs, would total about $5.6 billion 
over the 2004–2013 period, assuming the suc-
cessful development of those counter-
measures and no constraints on funding. 
More than half of those costs would be for 
the improved smallpox and anthrax vaccines. 
A brief description follows of the security 
countermeasures the Administration plans 
to acquire and stockpile. 

Smallpox. Under Project BioShield, the Ad-
ministration plans to procure a next-genera-
tion version of the smallpox vaccine called 
modified vaccinia Ankara (MVA). This new 
vaccine is an attenuated version of the exist-
ing vaccine and may be used to safely vac-
cinate about 30 million individuals with 
compromised immune systems, eczema, or 
certain other high-risk conditions. Under the 
authority provided for Project BioShield, 
HHS plans to purchase 60 million doses of 
the new vaccine at about $15 per dose over a 
three-year period for a cost of about $900 mil-
lion. The Administration expects to be able 
to enter into contracts and begin acquiring 
the vaccine in 2004. Additional costs for in-
ventory management and replacement of ex-
pired stocks over the 2007–2013 period would 
likely add another $1 billion, according to 
Administration estimates, but could be 
lower if long-term refrigerated storage 
proves to be effective.

Anthrax. The Administration also expects 
to purchase about 60 million doses of a next-
generation anthrax vaccine, called a recom-
binant protective antigen (rPA) vaccine, 
under Project BioShield. The rPA vaccine 
would require fewer doses per person than 
the current vaccine, and potentially could be 
effective for people who have already been 
exposed to anthrax, giving the government 
the ability to vaccinate about 20 million peo-
ple. The Administration anticipates begin-
ning the procurement process in the next few 
years and spending about $700 million on the 
vaccine over a three-year period. Because 
the rPA anthrax vaccine has an expected 
shelf life of five to six years, additional costs 
would be incurred for inventory management 
and replacement. The Administration esti-
mates that costs for the rPA vaccine could 
total $1.4 billion over the 2004–2013 period. 

Botulinum Toxin. Under current law, HHS 
has stockpiled some antitoxins to treat botu-
lism, a paralytic and often fatal illness 
caused by a nerve toxin produced by the bot-
ulinum bacteria. However, those antitoxins 
are no longer manufactured, and the manu-
facturing process, which requires horse 
serum, is complicated and time intensive. 
After identifying a manufacturer, the Ad-
ministration plans to spend about $800 mil-
lion acquiring newly produced antitoxin at a 
cost of about $2,000 per dose as part of 
Project BioShield. Acquisition would be 
spread over a three-year period, beginning in 
the next few years. This antitoxin would re-
quire specialized storage and refrigeration. 

In addition, the Administration has indi-
cated that it would like to purchase both a 
vaccine that would protect against botulism 
and monoclonal antibodies to neutralize the 
effects of the toxin. (Monoclonal antibodies 
are engineered proteins that can neutralize 
and destroy certain pathogens and toxins.) 
The Administration anticipates buying vac-
cine and monoclonal antibodies by 2007 or 
2008, at a cost of about $140 million for 750,000 
doses of the vaccine and $750 million for 
monoclonal antibodies. The Administration 
estimates that spending for botulinum coun-
termeasures, including the cost of storage 
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and inventory management, would total $1.8 
billion over the 2004–2013 period. 

Plague. Plague is an infectious disease 
caused by a bacterium. Plague has several 
forms—pneumonic, bubonic, and septi-
cemic—and can be treated by existing anti-
biotics. A vaccine for the plague is currently 
in the research and development phase, with 
the expectation that a product potentially 
could reach the advanced development phase 
next year. Beginning in 2005, the Administra-
tion expects to procure about 2 million doses 
(enough to treat people in areas surrounding 
any outbreak) at an estimated cost of about 
$40 per dose—for a total cost of about $80 
million. With additional costs related to the 
acquisition of the vaccine, the Administra-
tion estimates spending on plague counter-
measures would total about $220 million over 
the 2004–2013 period. 

Ebola. There is no current treatment for 
Bbola, one of several viral hemorrhagic fe-
vers, but the National Institutes of Health 
(NIH) is conducting research on a vaccine 
that the Administration would be interested 
in purchasing when it reaches an advanced 
development stage. Under current plans, the 
Administration intends to purchase enough 
vaccine for 3 million individuals to prevent 
the spread of an outbreak. Because this vac-
cine is still in the research and development 
phase, when the vaccine would become avail-
able and the potential cost per dose are un-
clear. The Administration assumes the vac-
cine will become available in 2005, and esti-
mates the price to be about $30 per dose, for 
a total acquisition cost of $90 million. Com-
bined with other costs related to the Ebola 
vaccine, including storage and replacement, 
the Administration anticipates spending 
would total about $260 million over the 2004–
2013 period for this aspect of Project Bio-
Shield. 

CBO’s Estimate of the Potential Cost of 
Project BioShield. CBO has estimated both 
the cost of implementing the Administra-
tion’s plan and the potential cost of acquir-
ing other products not encompassed by that 
plan. 

CBO’s Estimate of the Administration’s Plan. 
Without any funding constraints, CBO ex-
pects that the Administration’s plans for 
MVA smallpox vaccine, the anthrax rPA vac-
cine, and the botulism antitoxins would like-
ly take shape as described, albeit more slow-
ly than the Administration estimates. CBO 
estimates that spending for vaccines and 
monoclonal antibodies for botulism and vac-
cines for plague and Ebola would likely be 
lower than the Administration estimates, 
even without funding constraints. CBO’s 
lower estimate reflects the possibility that 
development of those vaccines and 
monoclonal antibodies might not succeed as 
quickly as the Administration’s estimate as-
sumes. It also reflects the possibility that 
Project BioShield would spend less on some 
of the botulism countermeasures if all three 
countermeasures (vaccine, antitoxins, and 
monoclonal antibodies) became available. 

CBO estimates that about $5.2 billion 
would be required to procure products identi-
fied by the Administration over the 2004–2013 
period. 

Estimated Spending for Products Not Listed in 
the Administration’s Plan. Under the bill, 
other countermeasures not in the Adminis-
tration’s plan could be purchased with appro-
priations provided through Project Bio-
Shield. Consequently, the specific security 
countermeasures that would be acquired 
under H.R. 2122 are likely to evolve over 
time as the result of many factors, including 
scientific advances, the interest and coopera-
tion of biotech and other manufacturing 
companies, the emergence of new threats, 
and changes in this and future Administra-
tions’ assessments of which potential coun-

termeasures should be a priority. Barriers to 
technological advance such as restricted lab-
oratory space or shortage of primates for 
testing could slow development of counter-
measures for certain agents. At the same 
time, rapid advances in products currently in 
the early-stage research and development 
could present the government with unforseen 
countermeasure options. Acquisition of 
countermeasures also would be affected by 
whether this and future Administrations de-
cide to procure products that require more 
than five years to be licensed or have a sig-
nificant commercial market.

Acquisitions under the bill might include 
additional countermeasures for agents ad-
dressed by the Administration’s plan. For in-
stance, potential emerging treatments in-
clude the use of monoclonal antibodies. This 
technology has had initial application in the 
treatment of cancer, and possibly could be 
applied to anthrax, the plague, or viral hem-
orrhagic fevers in the coming years. Other 
potential countermeasures include new 
antiviral drugs to treat smallpox and viral 
hemorrhagic fevers (both biodefense research 
priorities for NIH) and a narrow-spectrum 
antibiotic for anthrax. 

In addition, CBO’s research indicates there 
are numerous other biological agents for 
which countermeasures ultimately could be 
purchased under Project BioShield. HHS has 
established three classes of biological agents 
that pose significant risks to national secu-
rity and the public health. Category A 
agents pose the greatest risk due to their 
ease of transmission, mortality rates, and 
overall risk to the public. All of the agents 
included in the Administration’s plan are 
considered Category A agents, but that ini-
tial plan does not address such Category A 
agents as tularemia, a bacterial infection af-
fecting the respiratory system, and viral 
hemorrhagic fevers other than Ebola. Vac-
cines for both of those agents are biodefense 
research priorities of NIH. Further, the gov-
ernment might seek countermeasures for 
some Category B and C agents, including 
toxins such as ricin, certain bacteria such as 
brucellosis, and several forms of viral en-
cephalitis. 

Also, under the authority provided by the 
bill, the government could procure counter-
measures against chemical agents (nerve, 
blister, blood, and pulmonary agents) and ra-
diological and nuclear agents. The Adminis-
tration currently does not plan to use the 
bill’s authority to purchase agents that 
could mitigate threats from these sources, 
but it could do so if the perceived threat 
from these agents changed or if certain 
treatments became scientifically feasible. 
Countermeasures that could be acquired 
under Project BioShield include existing 
treatments for many nerve gases (including 
VX, Sarin, and Soman gas), Prussian Blue (a 
treatment for certain types of radiation poi-
soning), and hydroxycobalamin (a treatment 
for cyanide poisoning that is in an advanced 
stage of development). 

Finally, under H.R. 2122, Project BioShield 
would be able to purchase devices to detect 
and diagnose pathogens and other agents. 
Costs for such devices also are not included 
in the Administration’s estimate. 

To estimate potential spending for addi-
tional countermeasures not mentioned in the 
Administration’s plan, CBO identified sev-
eral category A, B, and C biological agents 
and chemical and radiological agents for 
which countermeasures exist or are under 
development. The set of selected agents and 
countermeasures is not intended as a pre-
diction of which countermeasures would be 
acquired by Project BioShield. Rather, it is 
intended to be representative of the counter-
measures that would be eligible for acquisi-
tion if current research and development ac-

tivities succeed in producing qualified coun-
termeasures during the coming decade.

For each of the representative biological 
agents, CBO determined whether the coun-
termeasure is likely to be a vaccine, an anti-
toxin or antiviral, or a monoclonal antibody, 
the dosage and method of delivery (intra-
venously or in pill form), and the amount 
necessary to treat the population that could 
potentially be affected. The estimate as-
sumes that vaccines would cost $30 to $40 per 
dose, on average, with Project BioShield ac-
quiring 500,000 to 2 million doses of qualified 
vaccines, depending on whether the agent is 
infectious. CBO estimates that monoclonal 
antibodies would cost $5,000 per treatment, 
and that Project BioShield would acquire 
enough to treat several hundred thousand 
people if qualified products became avail-
able. The estimate assumes that, if other 
types of qualified antivirals or antitoxins be-
came available, Project BioShield would ac-
quire enough to treat 500,000 people, at costs 
ranging from $2,000 to $5,000 per person for 
certain intravenously-administered forms. 
Other countermeasures could be less expen-
sive on a per-person basis. For example, cer-
tain antivirals or narrow-spectrum anti-
biotics in pill form could cost about $100 per 
treatment, CBO estimates. Additionally, 
CBO estimates that per-person costs would 
average $50 for Prussian Blue, $100 for intra-
venous treatments for hydrogen cyanide, and 
$300 per treatment for countermeasures for 
certain radiological and nuclear agents. If 
Project BioShield acquired those types of 
countermeasures, CBO assumes that the 
quantity procured would be sufficient to re-
spond to simultaneous events in several 
large cities. 

Under optimistic assumptions about when 
countermeasures for the representative 
agents would become available, the cost of 
acquiring, storing, and replacing all quali-
fied countermeasures for those agents could 
total $10 billion to $20 billion during the 
2004–2013 period. However, CBO assumes that 
research and development efforts for some 
countermeasures will proceed slowly or be 
unsuccessful, and that the Administration 
would not acquire all products that could be 
designated as security countermeasures. 

Assuming appropriation of the authorized 
amount, CBO estimates that discretionary 
spending to acquire and store BioShield 
products would total $0.3 billion in 2004 and 
$5.5 billion over the 2004–2013 period. Acquisi-
tion costs would comprise 70 percent to 80 
percent of that amount, while inventory 
management and replacement costs would 
make up the balance. 

H.R. 2122 also would authorize appropria-
tions of $5 million in 2004 and such sums as 
may be necessary in 2005 and 2006 for DHS to 
hire analysts to assess threats from biologi-
cal, chemical, nuclear, and radiological 
agents. CBO estimates that about $5 million 
annually would be necessary to implement 
this provision in 2005 and 2006. We estimate 
that this provision would increase discre-
tionary spending by $5 million in 2004 and $15 
million over the 2004–2006 period, assuming 
appropriation of the estimated amounts. 

The bill would authorize appropriation of 
such sums as may be necessary over the 2003–
2006 period for DHS to acquire and deploy se-
cure facilities for the processing of classified 
information. Those costs would depend upon 
what types of facilities DHS would choose to
acquire. Based on the construction of similar 
installations at DOD facilities, CBO esti-
mates that DHS could require up to $20 mil-
lion a year for that purpose. CBO estimates 
that implementing this provision would in-
crease discretionary spending by $80 million 
over the 2004-2010 period. 

CBO also estimates that implementing 
Project BioShield would add to the adminis-
trative costs of HHS and DHS, both for the 
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contracting process and managing the stock-
pile. Funding for those costs would come 
from appropriated funds. Based on current 
spending for program support services for 
bioterrorism-related activities (including the 
SNS) at the Centers for Disease Control and 
Prevention, CBO estimates that administra-
tive costs would be about $10 million a year. 
Subject to the appropriation of necessary 
amounts, CBO estimates that discretionary 
spending for such costs would increase by $7 
million in 2004 and $0.1 billion over the 2004-
2013 period. 
Research and Development Into Qualified 

Countermeasures 
H.R. 2122 would authorize the Secretary of 

HHS to expedite procurement and peer re-
view for research related to qualified coun-
termeasures. The bill also would allow the 
Secretary to secure the services of experts or 
consultants with relevant expertise. Imple-
mentation of these measures could increase 
the resources required by the agency, accel-
erate spending, or both. CBO does not have 
sufficient information to estimate the addi-
tional resources that might be required by 
the agency or the rate at which spending 
might accelerate under the bill. Such spend-
ing would come from appropriated funds. 
Authorization for Medical Products for Use in 

Emergencies 
The FDA’s regulatory process allows for 

expedited approval of security counter-
measures under current law. Pursuant to the 
Public Health Security and Bioterrorism 
Preparedness and Response Act of 2002, the 
FDA may allow certain drugs, devices, and 
biologics defined as priority counter-
measures to move more quickly through the 
agency’s regulatory process. To further expe-
dite the development of security counter-
measures, the FDA has implemented a rule 
that allows approval of certain drugs based 
on tests in animals. 

H.R. 2122 would allow the Secretary of HHS 
to authorize the FDA to approve the use of 
certain drugs or devices for use during peri-
ods designated as emergencies by the Sec-
retary of HHS, DHS, or Defense. The author-
ization would remain in effect for no more 
than one year, unless the Secretary deter-
mines otherwise based on the nature of the 
emergency. When the Secretary authorizes 
the emergency use of a product that is an 
unapproved use of an approved product, the 
bill would provide some flexibility to manu-
facturers in carrying, out activities under 
the emergency use authorization. 

Based on information from Administration 
officials, CBO expects that implementing 
this provision in H.R. 2122 would not increase 
costs to the FAA. Over the past year, the 
FDA has hired about 100 people to review 
drug applications and provide assistance to 
companies engaged in research and develop-
ment into security countermeasures. Thus, 
the agency already has the infrastructure to 
handle the additional authority related to 
the proposed emergency-use authorization 
and would not require additional resources. 
Therefore, CBO estimates that this provision 
of H.R. 2122 would have no budgetary effect. 

PREVIOUS CBO ESTIMATES 
S. 15, the Project BioShield Act of 2003, as 

reported by the Senate Committee on 
Health, Education, Labor, and Pensions on 
March 25, 2003, would amend the PHSA to 
create permanent, indefinite funding author-
ity for the procurement of certain bio-
medical countermeasures. In its cost esti-
mate dated May 7, 2003, CBO estimated that 
enacting S. 15 would increase direct spending 
by $270 million in 2004 and $8.1 billion over 
the 2004–2013 period. 

Although both H.R. 2122 and S. 15 would 
authorize programs to procure counter-

measures to protect the public health 
against terrorism, H.R. 2122 would not affect 
direct spending; instead, the bill would au-
thorize appropriations of up to $5.6 billion 
over the 2004–2013 period. Estimated spending 
under H.R. 2122 is less than under S. 15 be-
cause the House bill would authorize a set 
amount of appropriations, whereas the Sen-
ate bill would provide unlimited direct 
spending authority. 

In several areas, H.R. 2122 would allow the 
Secretary more flexibility regarding what 
products could be procured and how con-
tracts would be structured. H.R. 2122 would 
allow the procurement of countermeasures 
even if they have a significant commercial 
application, while S. 15 would restrict the 
procurement authority to those without 
such applications. While S. 15 would require 
the Secretary to determine that a counter-
measure is likely to be approved by the FDA 
within five years as a condition of procure-
ment, H.R. 2122 would require only that the 
Secretary consider whether a five-year limit 
is feasible. H.R. 2122 would provide addi-
tional flexibility in contracting by permit-
ting the Secretary to extend first-time con-
tracts to eight years (versus five in S. 15) and 
would allow the Secretary discretion to pro-
vide a 10 percent advance to companies de-
veloping new products. Those provisions 
would accelerate spending relative to S. 15. 

On June 6, 2003, CBO transmitted a cost es-
timate for H.R. 2122 as ordered reported by 
the House Committee on Energy and Com-
merce on May 15, 2003. On the same date, 
CBO transmitted a cost estimate for H.R. 
2122 as ordered reported by the House Com-
mittee on Government Reform on May 22, 
2003. Those versions of H.R. 2122 are nearly 
identical to the version of H.R. 2122 approved 
by the Select Committee on Homeland Secu-
rity. However, H.R. 2122 as approved by the 
Select Committee on Homeland Security 
contains two additional authorizations—an 
estimated $15 million over the 2004–2006 pe-
riod for hiring analysts and such sums as 
may be necessary over the 2003–2006 period 
for the construction of secure installations. 

INTERGOVERNMENTAL AND PRIVATE-SECTOR 
IMPACT 

H.R. 2122 contains no intergovernmental or 
private-sector mandates as defined in UMRA 
and would impose no costs on state, local, or 
tribal governments. 

Estimate prepared by: Federal Costs: 
Jeanne De Sa (226–9010) and Sam Papenfuss 
(226–2840); Impact on State, Local, and Tribal 
Governments: Leo Lex (225–3220); and Impact 
on the Private Sector: Samuel Kina (226–
2666). 

Estimate approved by: Robert A. Sunshine, 
Assistant Director for Budget Analysis.
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INTRODUCTION OF THE COMPACT 
IMPACT REIMBURSEMENT ACT 

HON. MADELEINE Z. BORDALLO 
OF GUAM 

IN THE HOUSE OF REPRESENTATIVES 

Monday, July 14, 2003

Ms. BORDALLO. Mr. Speaker, today, along 
with my colleagues, Mr. ABERCROMBIE, Mr. 
CASE, and Mr. FALEOMAVAEGA, I am intro-
ducing a bill to amend the Compact of Free 
Association Act of 1985 to provide for ade-
quate Compact-impact aid and to continue au-
thority for valuable U.S. assistance for citizens 
of the Freely Associated States. Compact-im-
pact aid is assistance that has been provided 
by the Federal Government from time to time 
over the past seventeen years to Guam, the 
Commonwealth of the Northern Mariana Is-

lands, and more recently, the State of Hawaii, 
to mitigate the impact and adverse financial 
consequences arising from immigration per-
mitted under the Compacts of Free Associa-
tion with the Federated States of Micronesia, 
the Republic of the Marshall Islands, and the 
Republic of Palau. These three island states 
are all former Trust Territories of the United 
Nations that were administered by the United 
States from 1946 to 1986. 

In 1985, Congress passed legislation afford-
ing these islands the opportunity to become 
sovereign states in free association with the 
United States. In enacting the Compact of 
Free Association Act (Public Law 99–239), 
Congress authorized unrestricted migration 
from the Federated States of Micronesia, the 
Republic of the Marshall Islands, and the Re-
public of Palau to the United States, including 
its territories. Since the implementation of the 
Compacts in 1986, many citizens of the Freely 
Associated States (FAS) have availed them-
selves of the immigration provisions and trav-
eled to Guam, the Commonwealth of the 
Northern Mariana Islands, and the State of 
Hawaii for work and residence. These FAS 
citizens have entered our classrooms, utilized 
our hospitals, and availed themselves of other 
social services, to a significant degree. The 
General Accounting Office has documented 
the impact of this migration (GAO–02–40). 
One of the major concerns for Guam, the 
Commonwealth of the Northern Mariana Is-
lands, and the State of Hawaii remains the re-
imbursement of costs incurred by our jurisdic-
tions due to the Compacts. 

As Congress prepares to reauthorize the 
Compacts, we must ensure that the issue of 
Compact-impact is adequately and com-
prehensively addressed. Our bill proposes that 
more accountable and reliable means be uti-
lized on the part of the Federal Government to 
help Guam, the State of Hawaii, the Common-
wealth of the Northern Mariana Islands, and 
American Samoa, recoup the costs of pro-
viding critical education, medical and other so-
cial services for citizens of the Freely Associ-
ated States who migrate to our islands. Our 
bill proposes to utilize Medicaid to reimburse 
the costs of medical services furnished to FAS 
citizens. Clearly, Medicaid is a preferred op-
tion as it is an existing means-tested program 
with its own accountability controls and eligi-
bility standards. Our bill would also grant FAS 
citizens eligibility for food stamps. Additionally, 
our bill proposes to extend authority for grants 
to the governments of the Republic of the 
Marshall Islands, Republic of Palau, Guam, 
the Commonwealth of the Northern Mariana 
Islands, American Samoa, and the State of 
Hawaii, to control and prevent the spread of 
communicable diseases. Current law simply 
authorizes this assistance for the Federated 
States of Micronesia. The bill also proposes to 
extend referral authority for medical facilities of 
the Department of Defense to the Republic of 
Palau, Guam, the Commonwealth of the 
Northern Mariana Islands, American Samoa, 
and the State of Hawaii. Current law restricts 
referral authority to the Federated States of 
Micronesia and the Republic of the Marshall 
Islands. Lastly, our bill would make available 
to the governments of the Federated States of 
Micronesia, the Republic of the Marshall Is-
lands, and the Republic of Palau funds need-
ed to pay obligations incurred for the use of 
medical facilities in the United States prior to 
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