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the risks of the smallpox vaccine are very well known, by choosing
to immunize a given class of persons, the government is making a
discretionary decision to expose that class of persons to the risks.
This decision cannot be attacked under the FTCA, so it is a defense
against claims for smallpox vaccine injures. The best analogy is the
cases in which persons downwind from nuclear test sites sued the
government for injuries allegedly caused by exposure to fallout.'®
The district court, in a 255-page opinion, found that these persons
had suffered injuries and that the government was liable for exposing
them to fallout.'” In little more than one page, the appeals court held
that since the government had decided to expose the plaintiffs to
fallout, knowing the risks, it was not liable under the FTCA."" The
court found that while there was statutory language urging the agency
to balance the risk of harm to the population against the need for
testing atomic bombs, this did not prohibit the agency from deciding
that testing was more important than protecting the population from
fallout.'

In its plain language, without contrary legislative history, the Act
appears to require that in order to recover under the FTCA, persons
injured by smallpox vaccine must prove that the government or
persons acting on its behalf were negligent in administering the
vaccine,'” simply proving that they were injured by the vaccine
would not be enough. There are three areas where negligence is most
likely to be alleged: in screening persons for contraindications, in
preventing spread to third parties, and informing persons of the risks
of the vaccine. If the government is careful to document its decisions
in these areas and to explain why these decisions reflect its
determination of public policy, it can probably escape liability for all
injuries that it anticipates and addresses in a policy statement. For
example, while it is clear that every person being immunized should
undergo clinical testing for immune status (a complete blood count
and an HIV test would be a minimum), if the government says that
such testing would interfere with the protection of the public, and that
it was aware that failing to test would injure some persons, then it
would have no liability under the FTCA.

169. Allenv. U.S., 588 F. Supp. 247 (D.C. Utah 1984).

170. Id.

171. Allen v. U.S., 816 F2d 1417 (10th Cir. 1987), available at
http://biotech.law.lsu.edu/cases/immunity/abomb03.htm.

172. Id.

173. The Homeland Security Act is silent on the specific standard of proof, but
it provides that these claims be brought as if they were claims against the Public
Health Service. Claims against the Public Health Service are governed by the
Federal Tort Claims Act. See Berkovitz by Berkovitz v. U.S., 486 U.S. 531, 108
S. Ct. 1954 (1988); Prescott v. U.S., 973 F.2d 696 (9th Cir. 1992); U.S. v. St. Louis
University, 336 F.3d 294 (4th Cir. 2003).
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The Act provides useful, but incomplete, protection for hospitals
whose personnel are immunized against smallpox. It is the authors’
opinion that the statute leaves the hospital liable for worker’s
compensation costs for injured employees. It does relieve the
hospital of liability for secondary spread, which poses the greatest
legal risk. It does not, however, make the government liable for such
spread. Thus patients and family members injured by the vaccine
will not have any recourse and will receive no compensation, even
for permanent disability or death. In the worst-case scenario, their
private insurance carriers will deny coverage because the injures
were related to the preparation for an act of terrorism or war, as
specified in the required declaration by the Secretary.

The care of these injured persons would need to take place
somewhere. Would hospitals refuse to care for their own patients or
their workers’ family members who are injured by the hospital’s
vaccination plan? Would state and local governments be prepared to
bear the burden of caring for these people? Hospitals and health care
unions have made it clear from the first discussions of a smallpox
vaccination plan for health care workers that compensation for
injured workers is a necessary part of any plan.'™

XVII. THE ROLE OF THE LOCAL PUBLIC HEALTH OFFICIALS

The smallpox vaccination plan was set up to be carried out through
local public health agencies (LPHAs). This is consistent with the
traditional role of the CDC, the implementation agency for the plan.
Historically, the CDC has acted as an advisory agency to state and
local health departments. With the exception of the inspection of
cruise ships,'” the CDC is not an enforcement agency and does not

174. Letter from Herb Kuhn, Corporate V. Pres., Premier Advocacy [of Premier
Health Plan} and Michael Rodgers, V. Pres., Public Pol’y and Advocacy, Catholic
Health Assoc. of the U.S., to Tommy G. Thompson, Secretary, U.S. Dep’t of Health
and Human Services (October 28, 2002), available at http://biotech.law.Isu.edu/
blaw/bt/smallpox/smallpox-ltr-1002.pdf. (Note that their letter was written almost
two months before President Bush made his program announcement on December 13,
2002. See supra note 2.); Press Release, Texas Nurses Association, Clair Jordan,
MSN, RN, Executive Director, Texas Nurses Association Urges Caution For Texas
Nurses Volunteering For Smallpox Vaccine (January 31, 2003), available at
http://biotech.law Isu.eduw/blaw/bt/smallpox/tna.pdf; Press Release, Service Employees
International Union, Nation’s Largest Health Care Union Warns That, Without Better
Safeguards, Plan Itself Poses Public Health Risks (December 3, 2003), available at
http://biotech.law 1su.edu/blaw/bt/smallpox/SEIU-smallpox-.pdf.

175. The Vessel Sanitation Program (VSP) is described by the CDC as “a
cooperative activity with the cruise ship industry . . . in order to minimize the risk
of gastrointestinal diseases.” Centers for Disease Control and Prevention, About the
Vessel Sanitation Program, at http://www.cdc.gov/nceh/vsp/desc/aboutvsp.htm
(last accessed Oct. 6, 2004).
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have local offices in the states. In theory, it comes into the states
only at the request of the state for assistance. This role is reflected in
the lack of a national disease reporting system or uniform standards
for disease reporting. Individual states decide which diseases are
reportable, the definition of reportable conditions, who has the duty
to report, and how reporting is enforced. States then transmit
whatever data they choose to the National Center for Health Statistics
of the CDC. The result is a hodge-podge of reporting standards, with
some states not requiring basic reporting data even on major disease
threats such as HIV infection.

This role has changed dramatically, if quietly, as the CDC has
become a conduit for federal public health funds, and as states have
reduced their own support for public health. The CDC is now a
critical source of funds for many public health efforts, and it uses its
spending power to shape state and local public health programs. This
dependence on CDC funding has reduced the independence of state
health departments, especially those that have the least amount of
state funding. They must meet CDC standards and objectives to
obtain the federal money that is critical for their day-to-day
operations. In general, this system improves the standards for local
public health, but it also makes some state and local health
departments less willing to speak up when they believe that a federal
program is not in the best interest of their community or will
cannibalize resources needed for other public health activities.

While the smallpox vaccination plan did include some funding,
many departments feared, quite correctly, that the demands on their
staff and resources would exceed the funding provided for the
program. They were also concerned that they would not have the
resources necessary to properly oversee a large-scale vaccination
program that would primarily be carried out in hospitals. LPHAs
should have been prepared to work with hospitals to train workers
about the risks of smallpox immunization and the management of
immunization complications. LPHAs should have been prepared to
investigate home situations as appropriate to ensure the safety of the
family members and significant others of persons who volunteer for
vaccinations. All screening and immunization should have been
carried out by state or local health department employees, not by
hospital personnel. This approach would have solved many of the
questions about privacy issues raised by screening and about liability
for vaccinations. It would have shifted any liability for negligent
screening or unforeseen reactions to the state. Few health
departments were willing to take on these responsibilities because of
legal and staffing concerns. Since smallpox vaccination was intended
as a public health program, this further undermined the support of the
plan by hospitals and other institutional health care providers.
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XVIIL IS THE SMALLPOX VACCINATION PLAN WORTH THE RISK?

The biggest unknown about the smallpox vaccination plan was the
risk of an outbreak of smallpox versus the risk of the vaccination
plan. Unfortunately, of course, probability information is impossible
to obtain for bioterrorist activities. As discussed previously,
smallpox is more problematic than most possible bioterror agents
because there is no clear evidence that the virus is available to
terrorists. Unlike agents such as anthrax and plague, which are
readily available because they are used by many laboratories and
because they have animal reservoirs, smallpox virus will be available
only if it has been diverted from the Soviet bioweapons program. It
is assumed that this information was kept from the CDC and other
public health experts until the late 1990s because the government did
not think it posed a significant threat. Had there been a decision in
1993 that smallpox posed a threat, work should have begun then on
a safe alternative vaccine.'’

The announcement of the smallpox vaccination plan was not
accompanied by any information about why smallpox now had

176. Many public health experts were recommending the destruction of the
remaining virus stocks as late as 1999, on the assumption that these laboratory
stocks were the only remaining source of the smallpox virus. For a history of this
movement and how destruction of the virus was postponed, see World Health
Organization, Advisory Committee on Variola Virus Research, Report of the Fifth
Meeeting, Geneva, Switzerland (Nov. 4-5 2003), available at http://www.who.int/
cst/resources/publicationssWHO_CDS_CSR_GAR_2004_15/en/ and http://biotech.
law.1su.edu/blaw/bt/smallpox/ who/WEBWHO_CDS_CSR_GAR_2004_15.pdf;
World Health Organization, Executive Board, 111" Session, Smallpox Eradication:
Destruction of Variola Virus Stocks: Report by the Secretariat, Provisional Agenda
Item 5.3, EB 111/5 (Dec. 23, 2004), available at http://www.who.int/gb/
ebwha/pdf_files/EB111/eebl1115.pdf and http://biotech.law.lsu.edu/
blaw/bt/smallpox/who/eeb1115.pdf; World Health Organization, Executive Board,
109* Session, Smallpox Eradication: Destruction of Variola Virus Stocks: Report
by the Secretariat, Provisional Agenda Item 3.14, EB 109/17 (Dec. 20, 2001),
available at http://ww.who.int/gb/ebwha/pdf_files/EB109/eeb10917.pdf and
http://biotech.law.lsu.edu/blaw/bt/smallpox/who/eeb10917.pdf; World Health
Organization, Executive Board, 106™ Session, Smallpox Eradication: Destruction
of Variola Virus Stocks: Report by the Secretariat, Provisional Agenda Item 5, EB
106/3 (Apr. 10, 2000), available at hitp://www.who.int/gb/ebwha/pdf_files/
EB106/ee3.pdf and http://www.biotech. law.1su.edu/blaw/bt/smallpox/who/ee3.pdf;
World Health Organization, Fifty-Second World Health Assembly, Smallpox
Eradication: Destruction of Variola Virus Stocks: Report by the Secretariat,
Provisional Agenda Item 13, AS2/5 (Apr. 15, 1999), available at
http://www.who.int/gb/ebwha/pdf_files/ WHAS52/ewd2.pdf and
http://biotech.law.lsu.edu/blaw/bt/smallpox/who/ew5.pdf; World Health
Organization, Smallpox EradicationL Destruction of Variola Virus Stocks, 74
Wkly. Epidemioogical Rec. 188 (1999), available at http://www.who.int/docstore/
wer/pdf/1999/wer7424.pdf and http://biotech.law.lsu.edu/blaw/bt/smallpox/who/
wer7424.pdf.
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become a priority, and in fact, the announcement stated that there
was no new, specific risk. There were heated debates in 1972 about
whether smallpox vaccinations should be stopped, with a significant
faction arguing that ending vaccinations would eventually create an
environment that would support a global pandemic of smallpox.'”

That fear has now come to pass, with the events of 9/11
reopening the debate about the wisdom of continuing a world that
is susceptible to smallpox. If there is a real risk of smallpox, then
perhaps the question should be whether we resume routine
vaccinations for healthy persons, not whether we will vaccinate a
small group of volunteers. If a safer vaccine is developed, resuming
smallpox vaccinations might make sense. With the current vaccine,
on the other hand, the politics of immunosuppression secondary to
HIV complicates the risk calculus—will it really be possible to
protectimmunosuppressed persons from vaccination and secondary
spread while keeping their immune status secret?

The best rationale for the smallpox vaccination plan was to
prepare a cadre of medical care providers and front-line emergency
services providers who could deal with cases of smallpox as part of
community response teams. If a smallpox case was identified,
teams could focus on the patients while other health care workers
were being vaccinated and were vaccinating others. This could
have been accomplished if the plan had been set up to recruit
volunteers with specific skills. Such volunteers would have been
vaccinated by the health department personnel, would have been
kept away from direct patient care until the vaccine sore had healed,
and would have been assured of adequate compensation if they
were injured. This would have solved the worker’s compensation
and liability issues for the hospitals, and would have addressed the
volunteers’ fears about whether they would be compensated if
injured. By focusing on a team for the community, rather than
requiring each hospital to have its own team, relatively few health

177. The American Journal of Epidemiology published a pair of contrsting
articles contending this precise point. S.L. Katz, The Case for Continuing
“Routine” Childhood Smallpox Vaccination in the United States, 93 Am. J.
Epidemiology 241 (1971); J.M. Neff, The Case for Abolishing Routine Childhood
Smallpox Vaccination in the United States, 93 Am. J. Epidemiology 245 (1971).
Additionally, at least one monograph has been devoted to the issue. James C.
Frauenthal, Smallpox: When Should Routine Vaccination be Discontinued?
(UMAP Exploratory Monograph Series, 1981). Fenner alludes to this debate in
Chapter 30, “Potential Sources for a Return of Smallpox, supra note 12, at 1341.
Also note the reaction of many in the medical community to a smallpox death in an
English laboratory accident in 1978: “[m]edical Health administrators in the
developing countries of Africa, in particular, renewed their calls for the cessation
of laboratory studies of variola virus and the destruction of all stocks of the virus.”
Id. at 1097.
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care workers would have been needed, which would have reduced
the cost of carrying out the plan.

Instead, the plan was oriented to individual hospitals, on the
assumption that smallpox patients would be flooding the hospital
emergency rooms and would be treated at every hospital. There were
no distinctions drawn between general acute care hospitals and
specialty hospitals such as cancer treatment centers which do not take
walk-in patients. Vaccinated health care workers would care for
these patients in their hospitals. This plan makes no provision for the
other patients in the hospital. Hospitals have a very limited number
of isolation beds suitable for smallpox, and almost no hospitals have
a safe way to transport patients from the front door into those rooms
without exposing others. If there are more than a small number of
smallpox cases, a hospital will no longer be able to isolate them. At
that point all the other patients and unvaccinated staff would have to
be moved out and the facility converted to a smallpox hospital, or the
smallpox patients would have to be sent away.

Smallpox cases should not be admitted or treated in every hospital
in the community. They should be sent to designated regional
smallpox hospitals. To minimize the risk of secondary spread of
smallpox, a regional smallpox hospital should not house a significant
number of immunosuppressed persons. There should be a plan for
how to evacuate all patients and unimmunized staff to other facilities
should smallpox be identified in the community. Ideally, a regional
hospital should be run by a government entity that is shielded from
lawsuits by sovereign immunity. This would allow compensation
under a tort claims act. These regional hospitals should be federal
hospitals such as Veterans Administration hospitals because the
federal government has the best tort law protection and the best
ability to absorb other costs such as worker’s compensation claims.
More importantly, a federal facility will be able to absorb the
tremendous financial risks of treating smallpox cases, including the
potential closing of the facility if decontamination proves
impossible.'” This is important even if the Homeland Security Act
immunity is in place to prevent tort claims.

The plan also fails to deal with the health care workers who cannot
be immunized. These workers will have to be kept away from any
possible smallpox cases for their own safety and because
unimmunized health care workers are a prime way to spread

178. Using a private facility is very problematic because decontamination will
be very expensive and time consuming, and ultimately the public may be frightened
to return to the facility. It may be more prudent to use a motel or other non-medical
structure, which will be much cheaper and less disruptive to destroy rather than try
to decontaminate.
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smallpox. If the country is in a constant state of readiness for a
smallpox outbreak, does this mean that such workers cannot be in any
Jobs where they might encounter an undiagnosed smallpox case? If
there is a case identified in the community, should all unimmunized
workers be sent home? Who will cover their duties? What about
health care workers outside of hospitals? Patients are as likely to go to
private physicians as to hospital-based clinics. How should such
facilities handle potential smallpox cases?

XIX. THE SMALLPOX EMERGENCY PERSONNEL PROTECTION ACT OF
2003

After the smallpox vaccination plan had effectively ended, Congress
heeded the call of hospitals and health care worker unions and enacted
a compensation act for persons injured by smallpox vaccine. On April
30, 2003, President Bush signed HR 1770, the Smallpox Emergency
Personnel Protection Act of 2003,'™ which, among other things,
establishes a smallpox vaccine injury compensation fund. This fund
is intended to encourage smallpox vaccinations by addressing fears that
those vaccinated will not have any insurance coverage if they are
injured by the smallpox vaccine.®® As discussed infra, the fund
proposed by this bill is very restrictive and may not go far enough to
address the concerns of health care providers and their institutions.
The fund is also limited to pre-outbreak vaccination.'®' Once a case of
smallpox has been identified, the compensation system is closed to
persons subsequently vaccinated.

The Act is triggered by the Secretary’s Declaration under the
Homeland Security Act. The Act begins with the definition of a
covered person:

179. Smallpox Emergency Personnel Protection Act of 2003, 42 U.S.C. §§
261-269, available at. http://biotech.law.lsu.edu/blaw/bt/smallpox/
Congress/hr1770_passed.htm.

180. Susan Thaul, Smallpox Vaccine Injury Compensation 2 (Cong. Res. Serv.
Rep. 31-960, 2001), available at http://biotech.law.lsu.edu/blaw/
bt/smallpox/Congress/ RL31960.pdf; Democratic Members of the House Select
Committee on Homeland Security, A Biodefense Failure: The National Smallpox
Vaccination Program One Year Later 13 (Jan. 2004), available at
http://www.house.gov/hsc/democrats/pdf/press/040129_ABiodefenseFailureOne
YearLater.pdf and http://biotech.law.lsu.edu/blaw/bt/smallpox/
Congress/040129_ABiodefenseFailureOneYearLater.pdf.

181. A covered individual is someone “who has volunteered and been selected
to be a member of a smallpox emergency response plan described in subparagraph
(B) prior to the time at which the Secretary publicly announces that an active case
of smallpox has been identified either within or outside the United States.” 42
U.S.C. § 239(a)(2)(C) (2004).
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(A) who is a health care worker, law enforcement officer,
firefighter, security personnel, emergency medical personnel,
other public safety personnel, or support personnel for such
occupational specialties;

(B) who is or will be functioning in a role identified in a
State, local, or Department of Health and Human Services
smallpox emergency response glan (as defined in paragraph
(7)) approved by the Secretary™

(C) who has volunteered and been selected to be a member of
a smallpox emergency response plan described in
subparagraph (B) prior to the time at which the Secretary
publicly announces that an active case of smallpox has been
identified either within or outside of the United States;'®* and
(D) to whom a smallpox vaccine is administered pursuant to
such approved plan during the effective period of the
Declaration (including the portion of such period before the
enactment of this part).'®

Sections (A) and (B) raise the questions of just what is an
approved plan and what does identification mean—must each
vaccinated person be identified in the plan, or just the role each will
fill? What does it mean to be an approved plan, and what if the plan
is not approved? These sections also exclude persons who get the
vaccine outside of the official program, perhaps through theft or
unauthorized vaccination by someone with legitimate access to the
vaccine.

Section (C) poses two problems: (1) What does it mean to be a
volunteer? If your employer requires you to participate, does this
exclude you from coverage? Is this meant to exclude from coverage
under the Act situations where worker’s compensation is clearly
available? (2) Why does eligibility for compensation under the Act
end when a case of smallpox is identified? It is possible that this
provision derives from an assumption that once there is a case of
smallpox, everyone will want to be vaccinated, so the Act would
become unnecessary as an incentive for vaccination. It could also
result from a recognition that once there are mass immunizations
there will be a large number of casualties, and Congress does not
want the government to be responsible for the costs.

Section (D) makes clear that this is a vaccination injury
compensation act and is not intended to address other claims. The
definition of a covered injury is clear:

182. Id. § 239(a)(2)(A).
183. Id. § 239(a)(2)(B).
184. Id. § 239(a)(2)(C).
185. Id. § 239(a)(2)(D).
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(3) COVERED INJURY-The term ‘covered injury’ means an
injury, disability, illness, condition, or death (other than a
minor injury such as minor scarring or minor local reaction)
determined, pursuant to the procedures established under
section 262, to have been sustained by an individual as the
direct result of—
(A) administration to the individual of a covered counter-
measure during the effective period of the Declaration; or
(B) accidental vaccinia inoculation of the individual in
circumstances in which—
(1) the vaccinia is contracted during the effective period
of the Declaration or within 30 days after the end of such
period;
(11) smallpox vaccine has not been administered to the
individual; and
(iii) the individual has been in contact with an individual
who is (or who was accidentally inoculated by) a
covered individual.'®

An individual is covered by the Act if he/she is an eligible
individual or someone who suffers a covered injury. This would
include patients and family members who contracted secondary
vaccinia from a vaccinated person.

The Act requires the Secretary to promulgate a regulation
specifying what injuries are covered by the Act, and it allows the
Secretary to make individualized decisions about injuries not included
in the regulation:

(1) INJURIES SPECIFIED IN INJURY TABLE-In any case
where an injury or other adverse effect specified in the injury
table established under section 263 as a known effect of a
vaccine manifests in an individual within the time period
specified in such table, such injury or other effect shall be
presumed to have resulted from administration of such
vaccine.'¥’

(2) OTHER DETERMINATIONS-In making determinations
other than those described in paragraph (1) as to the causation
or severity of an injury, the Secretary shall employ a
preponderance of the evidence standard and take into
consideration all relevant medical and scientific evidence
presented for consideration, and may obtain and consider the
views of qualified medical experts.'®®

186. Id. § 239(a)(3)(a).
187. Id. § 239a(c)(1).
188. Id. § 239a(c)(2).



2004] EDWARD P. RICHARDS 899

The Secretary’s determination of whether someone is injured and
the compensation to which they are entitled is not reviewable in the
courts:

(2) JUDICIAL AND ADMINISTRATIVE REVIEW-No
court of the United States, or of any State, District, territory
or possession thereof, shall have subject matter jurisdiction to
review, whether by mandamus or otherwise, any action by the
Secretary under this section. No officer or employee of the
United States shall review any action by the Secretary under
this section (unless the President specifically directs
otherwise).'®?

The medical benefit is limited to second dollar coverage, paying
only what is left after other insurance plans, including worker’s
compensation and state and federal coverage such as Medicare and
Medicaid, have paid.

The lost wages benefit is paid at two thirds of the monthly wage
(plus eight and one-third percent if there are dependents).'”® There is
a cap on all payments of $50,000 per year, with the aggregate not to
exceed the death benefit described infra."' As with the medical
benefit, this is second dollar coverage and payment from any other
sources will be deducted.

The Act provides a death benefit and a benefit for total and
permanent disability equal to the benefits paid under the Public Safety
Officers’ Benefits Program, which, according to an announcement by
the Secretary of HHS, are $262,100 at this time.'** It appears that this
benefit is to be added to any other benefits that the individual receives,
except for benefits from the Public Safety Officers’ Benefits Program
or other payments, such as lost wages, that were made under the
smallpox compensation program. If there are dependants under the age
of eighteen, there is an alternative calculation that results in a yearly
payout until the youngest dependant is eighteen. This is based on
seventy-five percent of the decedent’s income, with a cap of $50,000
a year.'”® This alternative payment is reduced by any benefits paid to
the dependants by a third party.'**

189. Id. § 239a(f)(2).

190. Id. § 239d(b).

191. Id. § 239d(c)(3)(A)().

192, News Release, Dep’t of Health and Human Services, HHS Proposes
Smallpox Vaccination Compensation Plan (Mar. 5, 2003), available at
http://www.hhs.gov/news/press/2003pres/20030305.html.

193. 42 C.F.R. § 102.82(d) (2004).

194. 1d.§ 102.82(d)(3)(A).
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The subsequent release of the administrative rules'®® for the
smallpox compensation program did not solve the major problems of
the compensation act: the definitions of covered persons can exclude
some injured persons; the benefits are very limited and most are
subrogated to any other benefits; there are no provisions for
compensation to employers; and the provisions for making claims,
even forimmediate medical needs, are complex and time-consuming.
Under every provision, the secretary does not have to pay, and
ultimately there is no judicial review of the secretary’s decisions.'*

The Smallpox Emergency Personnel Protection Act of 2003'’
represents an attempt to draft a compensation act that will not attract
fraudulent claims while taking the fears of health care workers and
others seriously. How well it succeeds in this goal may be
questioned. For example, it appears to provide inadequate
compensation for serious injuries, especially for better-paid workers.

Smallpox is a deadly threat and smallpox vaccinations may be a
necessary part of domestic policy. So far, the federal funding for
smallpox vaccinations for health care workers is much less than the
total costs for health departments and health care institutions. Should
the vaccinees and their employers also absorb some or all of the costs
of injury, or should these be part of the defense budget? The Act
only goes part of the way towards solving this problem. It will be up
to health care providers and others to decide if this is enough, orif
they want to be fully protected financially. If the Act is coupled with
a better plan for handling a smallpox outbreak and with more
information about the probability of a smallpox outbreak, health care
providers might be more willing to accept the risk of vaccination.

XX. THE POST-OUTBREAK ALTERNATIVE
Unlike most vaccines, the smallpox vaccine is fully effective up

to three days after a person is exposed to the virus, and somewhat
effective for a few days more.'®® This is because the incubation time

195. 68 Fed. Reg. 70,080 (Dec. 16, 2003), available at
http://biotech.law.lsu.edu/blaw/hhs/42-crf-102.pdf; Smallpox Vaccine Injury
Compensation Program: Administrative Implementation; Correction, 69 Fed. Reg.
7376 (Feb. 17, 2004) (technical corrections).

196. 42 C.F.R. 102.92 (2004).

197. Smallpox Emergency Personnel Protection Act of 2003, Pub. L. No. 108-
20, 117 Stat. 638 (2003) (codified at 42 U.S.C. §§ 239-239h (2004)).

198. D.A. Henderson, Smallpox: Clinical and Epidemiologic Features, 5
Emerging Infectious Diseases 537, 537 (1999), available at
http://www.cdc.gov/ncidod/EID/volSno4/henderson.htm.  (“Vaccination before
exposure or within 2 to 3 days after exposure affords almost complete protection
against disease. Vaccination as late as 4-5 days after exposure may protect against
death.”). The CDC biographical note on Dr. Henderson describes him as
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for smallpox is much longer than for the vaccinia in the vaccine. The
vaccine sore develops quickly, driving the production of antibodies
that then prevent the smallpox virus from gaining a foothold in the
patient. This provides a window of opportunity to vaccinate persons
after exposure and still stop the development of smallpox in most of
them. Given the uncertain, but low, probability of a smallpox
outbreak in any given city, and at any given hospital, an alternative
to prophylactic vaccination is to wait until there is a case of smallpox
and then be prepared to vaccinate people very quickly.

As was demonstrated in the 1947 New York smallpox vaccination
campaign'®® and others around the world,*® large numbers of people
can be vaccinated in a short period of time. Dealing with health care
providers is the simplest case. Vaccine could be stockpiled locally,
even at the hospital and clinic level. It is stable and easy to store,
but would need to be secured. The technique for performing the
vaccination is very simple, having been designed to be done by
unskilled workers after very limited training. The current
recommendations are focused on a zero risk approach, i.e., elaborate
recordkeeping, detailed informed consent, and extensive safety
precautions to prevent the person performing the vaccination from
being exposed to vaccina.”” These are appropriate precautions for
prophylactic vaccinations when there have been no reported cases of
smallpox.

The risk calculus shifts dramatically as soon as there are active
cases of smallpox in the community.?” At that point, the risk of not

a distinguished service professor at the Johns Hopkins university, holding
an appointment in the Department of Epidemiology. Dr. Henderson
directed the World Health Organization’s global smallpox eradication
campaign (1966-1977) and helped initiate WHO’s global program of
immunization in 1974. He also served as deputy assistant secretary and
senior science advisor in the Department of Health and Human Services.
Id. (Dr. Henderson is also one of the five co-authors of the definitive work on
smallpox. See Fenner, supra note 12.).

Additionally, recent research has found that vaccination with 19 year old
DryVax® (manufactured 1982; injected 2001) achieved highly effective reactions
(97% success rate) even when diluted to 10% of the normal strength. Sharon E.
Fry, et. al, Dose-Related Effects of Smallpox Vaccine, 346 N.Eng. J. Med. 1275
(2002), available at http://content.nejm.org/cgi/content/full/346/17/1275.

199. CDC, Cardiac Deaths, supra note 100.

200. During the Bradford, England outbreak of 1961 (the index case imported
smallpox from Pakistan via air travel), “[p]ratically the whole of the town’s
population of 250,000 was vaccinated within 5 days.” Fenner, supra note 12, at
1078-179.

201. CDC, Recommendations, supra note 10.

202. The 1961 Bradford outbreak highlights several key points:

1. “The response to the provision of vaccination clinics demonstrated the
existence of considerable public fear and apprehension about smallpox.”
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being vaccinated and developing smallpox is much greater than the
risk of vaccine complications for all but the most severely
immunocompromised individuals. The risk of exposure to vaccinia
becomes much less significant when most people will already be
exposed to vaccinia through vaccinations. Even in hospitals, most
patients would be candidates for vaccination in an outbreak, and for
those who are not, the low risk of vaccinia exposure from vaccinated
health care workers would be much less than the risk of spread of
the disease by unvaccinated workers. Stripped of the paperwork
requirements, and with an adequate supply of vaccine and the
bifurcated needles used to administer it, smallpox vaccinations take
little time. A handful of nurses could train others very quickly, then
fan out and vaccinate every health care worker in a facility. The
same could be done by EMTs in ambulance services and in clinics.
With the supplies in place ahead of time, some basic training, and a
shift from worrying about vaccine injuries to worrying about
smallpox, it should be possible to vaccinate health care workers very
quickly.

The most important question in smallpox vaccination policy is how
to handle the public demand for vaccinations. Under the federal

Fenner, supra note 12, at 1079.
2. All the indigenous infections were contracted in hospital, and 4
hospitals were involved, with the transmission in 3 of them . . . [which
also] illustrates the unpreparedness of hospitals in the United Kingdom to
cope with an outbreak of smallpox at that time [1961], given the large
proportion of unvaccinated professional and domestic staff, the difficulty
of recognizing haemorrhagic-type smallpox and the risks thereby incurred,
and the problems encountered in effectively containing the outbreak once
it had been recognized.
Id.
How difficult is recognizing a smallpox death in a country with no recent
familiarity with the disease? One of the 14 cases resulting from the air
travel index case, and also one of the six fatalities, was “the 37-year-old
pathologist who had performed the post-mortem on the index case . . . .”
Id. at 1079, 1080.
3. The societal burden of even a relatively limited outbreak can be enormous:
The outbreak was already rather large by the time it was recognized as being
caused by smallpox, and there had been numerous opportunities for trans-
mission, both within hospitals and in the general community. The task of
identifying, tracing, and vaccinating more than 1400 contacts and keeping them
under surveillance was expensive, difficult and time-consuming. Although mass
vaccination was never contemplated, vaccination clinics were opened because so
many people had been already exposed by the time the outbreak was recognized.
Id. at 1079.
4. Finally, consider the difficulty of the target nation even discovering it has
been attacked during the 10-12 day incubation period as well as the formidable
response and recovery tasks of coping with, say, a dozen widely dispersed index
cases traveling throughout a highly mobile and largely unrestricted society. Id.
at 1079.
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government’s current ring immunization plan, cases will be
investigated, as will all the contacts to the cases, and contacts will be
vaccinated and isolated for two weeks to make sure that they do not
develop smallpox. It is likely that the media will announce the
smallpox cases to world before local emergency preparedness
personnel are all notified. The first question they will likely ask will be,
“where and how does everyone get vaccinated?”

Under aring immunization plan, the answer is that the general public
should not worry about getting vaccinated. Only persons in contact
with a smallpox case or working in health care or emergency services
should be vaccinated. Unfortunately, the vaccination of heath care
workers cannot be carried out in isolation from the rest of the
population. Even with a cadre of pre-vaccinated health care workers,
the rest of the health care work force would need to be vaccinated as
soon as smallpox cases are identified in the community. Once the
vaccination of health care workers starts, they will want their famulies,
and then their friends, vaccinated. Once it hits the news that there are
cases of smallpox and that people are being vaccinated, it is the authors’
prediction that most of the population will want to be vaccinated. The
federal government’s plan, on the other hand, is based on the
assumption that the population will wait quietly while the experts
manage the epidemic.

Waiting quietly during an epidemic of one of history’s great killers
does not seem likely. It is more likely that people will demand
vaccinations, perhaps storming health care institutions where
vaccinations are being given. People will also want to flee, whichis a
rational response to smallpox. Not being able to obtain vaccinations
may exacerbate the pressure to flee, further complicating efforts to keep
the disease from being carried to new locations. It is likely that
politicians will demand that the general public have access to smallpox
vaccinations—the only question is how much public panic will there be
before the order is given. Once vaccinations are available, it is critical
that everyone who wants one be able to obtain it very quickly. A
requirement that people wait for several days at a vaccination clinic, as
contemplated in the federal mass vaccination plan, seems an invitation
to public disorder.

Rather than a plan based on a relatively small number of vaccination
clinics, with paperwork and consent requirements, everyone who can be
trained to give smallpox vaccinations should be sent into the community
to give them. The vaccinations should be given where people are, such
as schools, churches, shopping centers, and sports stadiums. If the area
is blanketed with people with vaccine, creating a public perception that
everyone who wants it can obtain it, the public order problem will be
lessened considerably. While many people will still want to flee, this
approach may reduce the pressure to leave.
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There are two benefits of rapidly vaccinating as many people as
possible. First, it would be more likely that there will be enough herd
immunity to stop the outbreak, even though not all second generation
cases will have been eliminated. While there may still be many
deaths, public order is more likely to be preserved. Second, and
much more controversially, it means that more people would be
vaccinated before reports of real and alleged vaccine-related injuries
are publicized.?® This is critical if the federal government is to keep
its promise that no one will be vaccinated against her/his will.** If
too many people decline vaccination, the choice may be between
forced vaccinations and failure to stop the epidemic.

XXI. SUMMARY

It is a great irony that one of the greatest achievements of public
health, the eradication of smallpox, has left the world susceptible to
a global pandemic which could dwarf any plague in history. Was it
hubris to assume that we could really eradicate something both so
ancient and so attractive to the worst instincts of humankind? It was
certainly right to eliminate the disease. The hubris was believing that
we had done it so well that we need not be armed against it any more.
This is a lesson we should take to heart as we near the eradication of
measles and other potentially epidemic diseases. We should not be
so quick to end our vaccination programs against diseases we no
longer fear. Is there any doubt that, had we continued to vaccinate
for smallpox, we would have developed a much safer vaccine?

If our national policy is that we should be prepared for the use of
smallpox as an agent of bioterrorism, and that that our preparations
should include immunization of specific groups of people with
vaccinia virus to make them immune to smallpox, then we must
address the issues that lead to the failure of the 2002-2003 civilian
smallpox vaccination campaign. We should also reconsider present
policy in the light of the uncertainty of an outbreak, the uncertain
infectiousness of smallpox, and the risks of underestimating both the
fear that an outbreak will engender and the consequences of failing
to control an outbreak. Our current strategy does not address the
issues in ways that will allow us to move quickly enough if we have
guessed wrong in our estimation of the enemy.

203. Ironically, we may be worse off after the failed smallpox vaccination
campaign because it so frightened health care workers and the general public that
it will complicate mass vaccinations if they become necessary.

204. Senator Bill Frist, When Every Moment Counts: What You Need to Know
About Bioterrorism From the Senate’s Only Doctor 86 (2002).



