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THE SMALLPOX VACCINATION PLAN:
CHALLENGES AND NEXT STEPS

THURSDAY, JANUARY 30, 2003

U.S. SENATE,
COMMITTEE ON HEALTH, EDUCATION, LABOR, AND PENSIONS,
Washington, DC.

The committee met, pursuant to notice, at 10:00 a.m., in room
SD-430, Dirksen Senate Office Building, Senator [chairman of the
committee] presiding.

Present: Senators Gregg, Frist, DeWine, Kennedy, Dodd, Mikul-
ski, Jeffords, Reed, and Clinton.

OPENING STATEMENT OF SENATOR GREGG

The CHAIRMAN. Good morning, everybody. I understand Senator
Kennedy is at the Estrada hearing of the Judiciary, so he may or
may not be arriving later. I know a number of other members are
coming but since everybody is here, I thought we could start a little
early, which is a nice way to begin.

Today we are taking on the issue of how we address the smallpox
vaccination question for our society. This has become a critical
question of healthcare and of national protection. I view this obvi-
ously as an issue of national security.

The way I see it, and I have spent a considerable amount of time
on this even before we had the problems that we are confronting
today, is that if we are able as a society to put ourselves in a posi-
tion of being ready for a smallpox attack, the likelihood of it occur-
ring will be significantly less. It would be unlikely that the terror-
ists would use the smallpox virus against us if they knew that the
damage that they were going to cause was going to be dramatically
reduced because a large number of Americans had been immunized
and were not going to be impacted by their attack. So I think it
is one of these situations where if we are able to prepare properly,
we will never have the event.

On the other hand, if we do not prepare properly, the event is
a possibility. We know that our enemies, the people who have al-
ready struck at us and harmed us, would use this weapon if they
had it. We regrettably are not sure who does have it by now and
we therefore need to prepare ourselves.

I congratulate the administration for its aggressive initiative in
this area and it is nice to have today before us the two leaders in
the administration on this issue.

I think there are three issues which I would like this hearing to
focus on. No. 1 is how we deal with vaccinating the general public.
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No. 2 is how we deal specifically with vaccinating children. And
number three is how we deal with the very, I think, important
issue of compensation. I do not believe we can get people to partici-
pate in a general vaccination program or even in a targeted vac-
cination program unless we have set up a structure so that, in
those rare instances where there is harm caused as a result of the
vaccine, people understand that they are going to be able to receive
at least pecuniary protection. So that becomes a major element of
this question.

Just for the record, when other members decide to be here the
way we are going to proceed in this committee is that we are going
to have opening statements by myself and Senator Kennedy and
should the majority leader, and I am assuming the majority leader
will be here, he will obviously be granted the opportunity for an
opening statement. Then we are going to go to five-minute ques-
tioning periods and the order of questioning will be determined by
the order of arrival.

. l[lThe] prepared statements of Senators Gregg, Enzi, and Mikulski
ollow:

PREPARED STATEMENT OF SENATOR GREGG

I would like to thank all of our witnesses for taking the time to
come here today to discuss the implementation of the Administra-
tion’s smallpox vaccination plan.

While smallpox no longer occurs naturally, some in the intel-
ligence community are concerned that countries like Iraq and
North Korea may possess samples of the virus. Highly contagious
and easily dispersed in the air, smallpox virus can be a deadly
weapon in terrorist hands.

Congress and the Administration have responded to this poten-
tial threat by purchasing 300 million doses of smallpox vaccine and
by developing a plan to protect the American people against such
an attack.

In accordance with this plan, the smallpox vaccine would be of-
fered to 500,000 health care workers, expand to 10 million emer-
gency responders, and extend to the rest of the population as early
as 2004.

As a strong advocate for making the smallpox vaccine available
to the general public, I think the plan was thoughtful and on the
mark. Americans, after consulting with their doctors, should be al-
lowed to make voluntary, informed decisions to receive the vaccine
for themselves and their families.

The more people who are vaccinated against smallpox, the lower
the rate of transmission of the disease, and the greater likelihood
that such an outbreak could be contained. Also, the fewer people
who are susceptible to the disease, the less likely an enemy is to
use it against us.

Health care worker vaccinations began on Friday, January 24.
The National Institute for Allergy and Infectious Diseases, the
CDC, and its state and local partners should be commended for
planning the pre-event smallpox vaccination program and for help-
ing it become operational so quickly.

As with any comprehensive program rolled out under such exi-
gent circumstances, there are some questions and concerns.
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These areas include logistics; provider education and training, in-
cluding screening for contraindications and treating adverse reac-
tions; and preventing the vaccine’s inadvertent transmission.

There has also been no pediatric testing of the smallpox vac-
cine—only on adults. Most adults don’t want the vaccine for them-
selves, so much as to protect their children. Children are not small
adults, and we need to make sure that our stocks of smallpox vac-
cine are safe and effective for children—notwithstanding recent
positive testing in adults.

I am also sympathetic to the concerns of our health care and
emergency workers who volunteer to be vaccinated. They will be on
the front line in responding to any smallpox attack, and we must
ensure that their health and safety is protected, and that persons
who suffer serious adverse reactions to the vaccine have appro-
priate recourse.

While some have called for a new federal “no fault” workers’ com-
pensation program to cover smallpox-vaccine related injuries, we
need to remember that states already have such systems already
in place.

Vaccinated workers are not the only group of people who could
be injured; co-workers, family members, patients, and others could
become infected inadvertently. These persons could not file a claim
under any state workers’ compensation program.

I'm looking forward to hearing our witnesses on this issue, and
will continue to work with the Administration, my friends across
the aisle—and especially our health care and emergency workers—
to address this important issue.

We need to ensure that the children and families of these work-
ers are protected.

Finally, we need to know what Congress must do to ensure an
adequate supply of smallpox vaccine, the development of a safer
smallpox vaccine, and the development of vaccines to address other
biological threats.

In light of these issues, some have urged that the smallpox vac-
cination program be delayed. I strongly disagree. Considering the
potential threat to our nation posed be a smallpox attack, we must
continue to move forward.

Even the Institute of Medicine (IOM), which was charged by the
CDC to provide advice on how best to implement the program, does
not recommend that it be delayed. In his testimony before the
Labor, HHS Appropriations Subcommittee yesterday, the Chair of
the IOM’s Committee on Smallpox Vaccination Program Implemen-
tation, Dr. Brian Strom, made this point clear.

. by recommendlng that CDC “proceed -cautiously,” the
[IOM] ‘committee never implied that CDC was proceeding too
quickly or without due caution, as has been somewhat misstated in
some of the press reports on the committee’s recommendations. The
committee did not recommend that the vaccination program be de-
layed or slowed down. The committee only encouraged CDC to fa-
cilitate local implementation at the pace that safety would allow.
CDC has acknowledged that these are its intentions, and the com-
mittee believes that CDC will proceed accordingly.
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That is the purpose of today’s hearing: To ensure that the small-
pox vaccination plan continues to proceed safely and efficiently. I
look forward to hearing from our witnesses.

PREPARED STATEMENT OF SENATOR ENZI

Thank you Mr. Chairman. On December 13, 2002 the President
announced a plan to better protect Americans against the threat of
a smallpox attack by hostile groups or governments. The Adminis-
tration’s smallpox vaccination program is an important tool in our
fight against bioterrorism. While there is no reason to believe that
smallpox presents an imminent threat, the deliberate release of the
smallpox disease is now considered a possibility. Now is the time
to take precautions to deal with this dangerous possibility.

The Administration has carefully considered the risks of a small-
pox attack as well as the risks of the smallpox vaccine. Their plan
represents a targeted, prioritized response to both risks. The pro-
gram recommends vaccination for those civilians who would be
most critical in responding to a smallpox outbreak.

Approximately 500,000 health care and public health workers
will be asked to volunteer for the vaccine during Phase I of the pro-
gram. This initial group includes health care workers who would
treat smallpox cases and public health response teams who inves-
tigate initial smallpox cases and implement control measures. Up
to 10 million health care workers and first responders subsequently
will be offered the vaccine on a voluntary basis during Phase II.
Pre-attack vaccination of these health care workers and first re-
sponders will allow them to better protect the American public in
the event of a smallpox attack. These health care workers and first
responders will be at the front-line of our battle against bioterror-
ism. We must see that they are properly armed.

Yet the armor—the smallpox vaccine—carries its own risks and
side effects. In the past, about 1,000 people for every million people
vaccinated for the first time experienced serious, but not life-
threatening. reactions. Rarely. people have experienced potentially
life-threatening reactions. Based on past experience, The CDC esti-
mates that between 1 and 2 people per million people vaccinated
will die as a result of the life-threatening reactions to the vaccine.
Because the vaccine contains the live vaccinia virus, the vaccinated
individual can also potentially infect others.

Careful screening, education, and training on the administration
of the vaccine will help to minimize complications and secondary
exposure. I am very interested in hearing our witnesses discuss ef-
fective screening, education and training measures. I am very
proud to have been an original cosponsor of the Needlestick Safety
and Prevention Act, which was enacted to significantly reduce the
risk that health care workers will contract a bloodborne disease in
the course of their work. I am very interested in hearing our wit-
nesses discuss the needles used to give the smallpox vaccine and
ensuring its safe administration.

I'm interested in hearing more about how the CDC and NIH are
preparing for the possibility of a smallpox attack—both initially if
our first response if not sufficient. Contemplating these scenarios
is chilling, but very necessary if we are to be prepared for any
eventuality.



5

While proper screening, education and training can reduce com-
plications and secondary exposer, they cannot entirely eliminate
vaccine risks. Concerns about liability for adverse reactions may in-
hibit manufacturers from making the vaccine. Liability concerns
may also inhibit health care entities and health care professionals
from administering, the vaccine. Concerns about compensation for
adverse reactions may inhibit health care workers from getting the
vaccine.

The Administration’s smallpox vaccine program is dependent on
the voluntary participation of manufacturers, administrators,
health care workers and first responders. We must appropriately
address these liability and compensation concerns to ensure that
the Administration’s program is successful.

Section 304 of the Homeland Security Act was enacted to allay
liability concerns so as to encourage the manufacture and adminis-
tration of vaccines. Section 304 designates manufacturers and
health care entities and workers who administer the vaccine to be
federal employees for purposes of administering the vaccine. The
Federal Tort Claims Act (FTCA) makes federal employees immune
from liability for torts committed within the scope of their employ-
ment. The federal government would then assume tort liability for
smallpox vaccine related injuries and deaths pursuant to the
FTCA. The FTCA does not permit jury trials or punitive damages.
Furthermore, an individual most prove negligence in order to re-
cover under the FTCA.

The Department of Health and Human Services has issued guid-
ance on Section 304. However, questions remain about liability and
compensation for vaccine-related injuries and illnesses. Some have
argued that the liability protection afforded by Section 304 is not
adequate. Others have argued that the compensation afforded by
Section 304 is not adequate. Successful implementation of the
Smallpox Vaccine Plan requires satisfaction of these seemingly in-
consistent goals First, we must clarify what Section 304 does—and
does not—do.

We need answers to the following questions:

W)ho and what activities fall under the liability shield of Section
3047

Does Section 304 preclude recovery, under state workers’ com-
pensation laws?

If not, will state worker’s compensation cover vaccine-related in-
juries and Illnesses?

Are there individuals who could sustain vaccine-related injuries,
either directly or indirectly, with no recourse for compensation?

These answers are needed to identify gaps in the compensation
structure for vaccine-related injuries. Once these gaps are identi-
fied, we can discuss appropriate measures to fill them.

However, we must be careful to maintain the integrity of state
workers’ compensation systems. State workers’ compensation laws
provide a “no-fault” remedy for work-related injuries and illnesses.
In exchange, workers’ compensation damages are limited and are
the exclusive remedy against an employer. A new federal workers’
compensation system upsets the delicate balance created by state
workers’ compensations systems and usurps state autonomy in this
area.
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I look forward to hearing from our witnesses about the chal-
lenges and next steps for the smallpox vaccination program. I look
forward to working with my Colleagues and the Administration to
address these challenges so that we may take an important step in
our fight against bioterrorism.

Thank you Mr. Chairman.

PREPARED STATEMENT OF SENATOR MIKULSKI

Thank you for holding this hearing, Chairman Gregg. I look for-
ward to hearing from the experts about their concerns with the Ad-
ministration’s smallpox vaccination plan.

I have serious concerns that the Administration is rushing into
this plan, without taking care of doctors and nurses on the front
lines, and without plans to communicate with the public and health
care professionals in the event of a smallpox attack.

Vaccine safety is critical. Brave doctors and nurses on the front
line are volunteering for a smallpox vaccine. They put themselves
and their families at risk to protect our country in a smallpox at-
tack. We owe it to them to make sure they can get medical care
if they need it, their families will be able taken care of if they are
injured, and they will not be sued for treating their patients.

There are serious problems with this plan. The federal govern-
ment has done a poor job communicating with the public and
health professionals. One in five nurses surveyed last week did not
know that vaccination given within a few days of exposure will pre-
vent smallpox. This is unacceptable.

Let’s take lessons learned from the anthrax attacks that killed
two Marylanders. The government must speak with one voice
about the risks and benefits of the vaccine. The Institute of Medi-
cine (IOM) agrees. IOM recommended that the federal government
designate one person, a scientist like Dr. Fauci or Dr. Gerberding,
to be the national spokesperson on smallpox.

The federal government must have a plan to communicate with
the public, medical professionals, and public health officials. Who
coordinates with governors? What happens when a case of smallpox
is diagnosed? Quarantine? Vaccinations? There must be clear an-
swers to these questions.

Vaccinations have begun. I am concerned that the Administra-
tion has rushed vaccination with out enough attention to vaccine
safety. How safe is safe? Who set the standard for safe? Are safer
vaccines in the pipeline?

There is no compensation to the families for nurses or doctors
who are seriously injured or die from this vaccine. There is no
guarantee that first responders can get medical care if they get
sick. Doctors and nurses are not getting vaccinated for personal
protection. They are getting vaccinated to protect the public. The
federal government must protect the protectors.

Questions about liability have not been resolved. Unless hos-
pitals, doctors, and nurses are protected from lawsuits, this plan
will fail.

States and hospitals are bearing these costs without any help
from the federal government. The costs to implement this plan will
be staggering. States will spend about $85 per vaccination at a
time when states are already strapped for cash. States will have
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to cut back on other bioterrorism improvements like building better
labs and hiring extra disease detectives.

Hospitals are being asked to bear much of this burden. Johns
Hopkins in Maryland will reassign immunized doctors and nurses
so they don’t treat patients for a couple of weeks to make sure pa-
tients do not get sick. These staffing reassignments will be espe-
cially hard on hospitals because of the nursing shortage.

I am looking forward to hearing from our witnesses today, espe-
cially Dr. Gerberding and Dr. Fauci. There are many questions
that must be answered before this country is adequately prepared
for smallpox.

The CHAIRMAN. At this time I would like to hear from the rep-
resentatives from the government, Dr. Fauci and Dr. Gerberding.
We will begin with Dr. Gerberding.

STATEMENTS OF JULIE L. GERBERDING, M.D., M.P.H, DIREC-
TOR, CENTERS FOR DISEASE CONTROL AND PREVENTION,
ATLANTA, GA; AND ANTHONY S. FAUCI, M.D., DIRECTOR, NA-
TIONAL INSTITUTE OF ALLERGY AND INFECTIOUS DIS-
EASES, BETHESDA, MD

Dr. GERBERDING. Good morning and thank you very much for
having this opportunity to update you on the current status of the
smallpox vaccination implementation program.

As you know, smallpox is a devastating, disfiguring and a deadly
disease. This disease has a mortality rate of 30 percent. Fortu-
nately, we were able to eradicate it, at least the natural disease,
but we know that there are countries and/or entities that have the
smallpox virus and could use it for purposes of a biological attack
on the United States. We do not know the quantitative risk of an
attack but we know it is not zero and we need to prepare to protect
the American people should that occur.

In December President Bush announced the policy for immuniza-
tion of Americans against smallpox. He was very specific in his pol-
icy. The recommendation was that we protect the military troops
and that we protect those civilians who would be in a position to
respond to initial cases of smallpox and protect the country in
emergency situations, and that would include emergency medical
service workers, healthcare providers, and others who would be
part of our overall emergency response team. The highest priority
in this is to protect the smallpox preparedness teams, which are
the public health workers and the clinicians who would take care
of the very first cases of smallpox.

We have plans in place and let me just show you on the next
graphic the progress that has been made over a relatively short
time frame. In November no States had approved plans for mass
vaccination of the American public and no States had plans for im-
munization of smallpox response teams or emergency personnel. By
this month, all States have approved plans for how they would in
emergencies immunize their citizens and all States have plans for
how they would immunize the smallpox response teams. So we
have made considerable progress very fast in terms of our plan-
ning.

Let me explain to you on the next graphic how we will roll out
this immunization program. The States receive $918 million in sup-
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plemental resources for terrorism preparedness and response. By
June of this past year they had received the entire allocation. In
December, as I mentioned, the president announced his policy and
in January, specifically last Friday on January 24, the first stage
initiated civilian vaccination of emergency response teams.

As of today, 22 States and two counties have received 127,200
doses of smallpox vaccine. Thirty-eight States and two counties
have requested a total of 205,700 doses of vaccine. So the States
have, I think, made a heroic effort to become prepared and are ini-
tiating right now vaccination primarily of the vaccinators who will
staff the vaccine clinics but over the next several weeks we antici-
pate that these efforts will be scaling up and ultimately expanding
to achieve a level of preparedness that will allow us to initiate a
wider vaccine campaign should we need to in case of an emergency.

It is important to respect at this point that the president specifi-
cally did not recommend vaccination of the general public at this
point but charged us to make vaccine available to those who insist
on having it in an orderly fashion over the next several months.
And I remind you that although Secretary Thompson has been able
to ensure that we have a dose of smallpox vaccine if we need it in
an emergency for every man, woman and child in America, right
now we do not have licensed vaccine sufficient in quantity or sup-
ply to immunize beyond the groups that I have already mentioned
that were included in the president’s initial recommendations.

So we have, I think, stepped up and scaled up our efforts but I
wanted to also explain what would happen if we had a case or a
suspect case of smallpox today because I think our capacity to re-
spond to this has significantly improved over the last several
months.

If we had a case today two things would happen. First of all, lab-
oratory samples would quickly be sent to the Laboratory Response
Network and to CDC so that we could confirm it was a case and
at the same time, individuals would be getting on an airplane from
CDC carrying this kit, which contains 1,500 doses of vaccine, and
they would initiate the initial round of vaccine around the suspect
case to take the earliest step possible to prevent spread to others.

So I think we have exercised this plan through multiple false
alarms and we appreciate that the most important component of
detection really is identification of the first case early enough to
initiate this level of response, but our preparedness has continued
to improve regularly over the last several weeks. Thank you.

The CHAIRMAN. Thank you.

[The prepared statement of Dr. Gerberding may be found in addi-
tional material.]

The CHAIRMAN. Dr. Fauci?

Dr. FAuct. Thank you very much, Mr. Chairman, for calling this
hearing, for giving me the opportunity to testify before you. I am
just going to spend a few minutes talking about the vaccine that
is being used in the program announced by the president and exe-
cuted by the CDC, talk a little bit about the toxicities.

Dr. Gerberding told you quite well that this is a very serious dis-
ease with a 30 percent mortality, with no treatment. However,
what is important is that we have a very, very effective vaccine
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and that vaccine, as you know, historically has been responsible for
eradicating smallpox in the United States and worldwide.

The vaccine that we are using in the currently implemented pro-
gram is called Dryvax. It is, in fact, a vaccine that you and I got
when we were children and that, in fact, was used in the United
States and a version of this, different modifications, throughout the
world. It is greater than 95 percent effective.

However, we know historically, particularly from the 1968 cohort
data, that for every million individuals vaccinated there will be be-
tween 14 and 52 life-threatening adverse events and between 49
and 935 nonlife-threatening serious events with one to two deaths.
This has been in primary vaccinees. An important point, as we
know, that if you were previously vaccinated the chance of your
getting an adverse event is considerably less than among primary
vaccinees.

What do we do when we do get an adverse event? The time-hon-
ored approach is to administer a substance called Vaccinia Immune
Globulin, which is derived from the plasma of people who have
been formerly vaccinated. Currently we have enough Vaccinia Im-
mune Globulin or VIG to take care of the projected adverse events
that we might expect in the program that is being implemented
now through the CDC. By this summer we will have enough VIG
to cover the projected adverse events were we to vaccinate 300 mil-
lion people, which we have no intention of doing, only in the event
of an attack.

Also, there are experimental approaches like Cidofovir, which is
an antiviral drug, that is now in our stockpile to use to complement
the VIG if, in fact, the VIG fails.

We are also pursuing something we feel is very important from
a research standpoint, is to develop a vaccine with considerably
less toxicities. One of these, called Modified Vaccinia Ankara, is ac-
tually a vaccine that has been used successfully in Germany for a
couple of decades during their smallpox vaccine program. It is
clearly quite a safe vaccine. It is an attenuated vaccinia virus.
What we do not know for sure is its efficacy in epidemic conditions.
We are pursuing this aggressively together with other attenuated
forms and hopefully within the next couple of years we will have
a considerable amount of this were we ever to need it.

Let me spend the next just minute or so talking to you about the
broader approach that we are taking in the effort of research to
counter the microbes that we might be met with in the future, in-
cluding smallpox but also anthrax, botulism, and others. We have
a research program anchored in our strategic plan and a research
agenda to cover both Category A and B agents and we talked to
you about the Category A and B agents, the top six in the Category
A, and then a larger number of B and C agents.

That program is anchored on the classical NIH approach of basic
research but with a new paradigm, a paradigm of taking that re-
search and accelerating the translation of that research into identi-
fiable products in the form of vaccines, therapeutics and
diagnostics, with the clear collaboration of industry, and that is
what the president was referring to in one of the points he made
in the State of the Union Address when he referred to Project Bio-
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Shield, which would be a major incentive, one component of it, for
industry to get involved.

And finally, in this last slide I want to emphasize that the ulti-
mate goal or vision is to develop universal or wide-ranging anti-
biotics, antimicrobials, antivirals that can be used against all class-
es of biological pathogens, to develop new platforms for vaccine de-
velopment and other countermeasures, to modulate the immune
system that we might bolster up capability when we do not know
exactly what the microbe is, and also to develop molecularly based
diagnostics.

At the end of the day we believe this will have two major accom-
plishments. One will be that it would effectively defend us against
the microbes of bioterror. But also, since bioterror agents are really
emerging and reemerging diseases that resemble very much the
naturally occurring diseases, so that what we learn for biodefense
will have important implications for decades and decades to come
in our approach toward emerging and reemerging diseases.

Thank you very much, Mr. Chairman. I would be happy to an-
swer questions.

The CHAIRMAN. Thank you, Doctor.

[The prepared statement of Dr. Fauci may be found in additional
material.]

The CHAIRMAN. Let us assume that any outbreak of smallpox
anywhere in the world is a terrorist attack. That is a reasonable
assumption since the disease has been eradicated. So is it not also
reasonable to assume that if there is an attack, it is not going to
occur at one place? It is going to have been planned. It will be a
multiphased attack. It will involve maybe who knows how many
people that have been infected traveling on what would be very
populated areas, either public transportation or going to public
events. Since smallpox is such a huge threat because it can be
spread so easily, it would be quickly disseminated amongst large
numbers of people and moved about the country and possibly about
the world, depending on where the attacks occurred.

So I think 1s it not unreasonable to presume that we are not sim-
ply going to have a single outbreak; that if an attack occurs, that
we are going to have dramatic multiple outbreaks, and that they
will be spread out across large areas, large population centers, and
be very hard to contain? Is that not a reasonable assumption?

Dr. FAuCI. Quite a reasonable assumption. There could be all of
the above. There could be minor moderate or there could be
multifocal. One would think logically that if there is a bioterrorist-
led attack with smallpox, that it would be something that would
have maximum effectiveness in impact, negative impact on us. So
whether it happens or not, we absolutely need to be prepared for
it.

The other important point that you alluded to, Mr. Chairman,
that is really quite critical to the whole preparedness effort is that
our experience over decades and decades has been against natu-
rally occurring smallpox. We do not have any experience of what
would happen, for example, on an aerosolized multifocal attack
throughout the United States and otherwise, and that is the reason
why, as Dr. Gerberding mentioned, we have to have that core of
preparedness.
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The CHAIRMAN. Which leads me to the second question. Why do
we presume that vaccinating a small percentage of the population
would allow us to effectively deal with an attack, which would be
focussed on the general population and would be moving extremely
quickly? Is it not inevitable that if we are going to keep this attack
from occurring that the general population has to have been pro-
tected before the event occurs?

Dr. GERBERDING. I think that what we are trying to do here is
balance protection of the general population ahead of an attack
with what we know to be very harmful consequences of this vac-
cine. And what we have said right now is that it is absolutely nec-
essary that we have the preparedness capacity to initiate a mass
vaccine program if we needed to.

Initially the recommendations from our experts were that the
number of people who needed prevent immunization was quite
small. That number has grown over time as we have begun to ap-
preciate that we need to have this level of preparedness in every
community for the reasons that you, I think, correctly outlined.

But it is also important to appreciate that while this is a dev-
astating disease, it is not as infectious as people imagine. It is actu-
ally not very efficiently spread compared to something like measles
or influenza. Most, although not all, but most of the transmission
occurs after people are quite ill and when people are ill, their home
and the risk that they present for spread is primarily to their
household contacts.

There are a few people who disseminate before they are in that
stage. These are the coughing people or people with very profound
presentations of the illness. But the experience with the people who
eradicated this infection over the last several decades is that you
can contain the infection through an incredibly aggressive immuni-
zation program if you have the army of people available to go out
and do that level of vaccination.

If there is an aerosol exposure to this virus in the country there
are people who will not be safe from the first exposure to smallpox.
We know that. That is an honest statement. But once we have
identified that there is an exposure, we will be able to protect most
people by implementing an immunization program. And as we have
more licensed vaccine and more capacity to immunize safely larger
groups of people, we will need to look again at whether our initial
recommendation should be expanded.

The CHAIRMAN. Do we have the capacity to identify an aerosol
exposure outside of having people get very sick?

Dr. GERBERDING. As you probably have heard, recently there has
been deployment of technology that is in the expansion phase right
now that allows detection of microbes in the air. This is a project
that EPA is doing in conjunction with CDC, HHS and others to de-
tect the organism before it could have a chance to cause disease.
This capacity is evolving. We look forward to improvements in the
technology over time but we are aiming to be able to detect
aerosols before they cause disease in the human population.

The CHAIRMAN. But we do not have that capacity relative to
smallpox right now, do we?

Dr. GERBERDING. We have a limited capacity to do that right now
for smallpox.
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The CHAIRMAN. Limited. How limited?

Dr. GERBERDING. Well, I feel a little uncomfortable about discuss-
ing exactly where these systems are deployed right now but I
would be happy to get back to you for the record with what we
know about it and we can confer with our colleagues from EPA.

The CHAIRMAN. OK.

Dr. Fauci, you mentioned the other vaccine initiatives which you
are pursuing under this BioShield that was announced Tuesday
evening. You listed the six Category A or you mentioned that there
are six Category A. Maybe you could identify what those six are
and what the status is on each one relative to our capacity to pro-
tect the society.

Dr. Fauct. I would be happy to, Mr. Chairman. The six are
smallpox, anthrax, botulism toxin, tularemia, plague, and the hem-
orrhagic fevers, particularly Ebola.

We are discussing smallpox. You know quite well where we are
now with smallpox. The only additional thing is what I alluded to,
is that we do not want to stop here. We want to go to the next gen-
eration of much safer attenuated smallpox. That would fit under
one of the BioShield concepts of being able to let industry know
that were they to get involved with us in making the investment
to try and develop a safer form of a vaccinia smallpox vaccine, that
we would essentially assure that that would be purchased even if
we had to stockpile it.

Anthrax, we have a couple of contracts that are now directed at
developing a safer, better, more effective and easy to use anthrax.
The current anthrax vaccine is based on taking the supernatant or
the material in a culture from the growing anthrax microbes and
using that as the vaccine. It requires six immunizations over 18
months. It is not a convenient way to make someone protected by
vaccination. We are working right now on a recombinant what we
call protective antigen referred to as RPA, which is the next gen-
eration of anthrax vaccine, and we hope within a shorter period of
time, within a period of a year to two, to have sufficient quantities
of that to essentially replace what we are having now with the first
generation of anthrax.

Botulism toxin, the approach to botulism toxin is fundamentally
to develop anti-toxin against it. We have limited supplies of a
horse-derived anti-toxin that has been used for the naturally occur-
ring botulism, usually in children, which when children usually
from contaminated from food get botulism toxin poisoning, they
wind up going into respiratory difficulty because it paralyzes the
muscles’ ability to actually breathe. That is one of the more dev-
astating effects of this particular microbe and its toxin.

We are processing rapidly the stores of horse anti-toxin that we
have now that has to be converted from crude gross sera into the
anti-toxin in its more concentrated form. That is going to take a
considerable period of time. That is another thing we need to accel-
erate.

The next generation is to make what we call a monoclonal anti-
body or a very specific antibody that is generally tailored and man-
ufactured in an animal but can be converted to a humanized form.
Once we succeed in that Mr. Chairman, we could stockpile an un-
limited quantity of that.
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We have Ebola, one of the hemorrhagic fevers, we have very good
news with Ebola in that we have developed at the NIH and others
are also involved in this, an Ebola vaccine that has been tested in
a monkey model and has protected essentially 100 percent of a
group of a dozen or more monkeys that were deliberately challenge
with Ebola intraperitoneally, and we are going into phase one
trials now in humans in calendar year 2003.

The other two—plague. Plague is a variation disease. We have
antibiotics that are good against plague. We do not have a very
good vaccine against plague. We used to have one. It is now at the
point where it is getting on clinical hold with the FDA, so we will
have to develop a better one than that.

And then also tularemia, we have good antibiotics against it but
we need to get a better vaccine. So those are the

The CHAIRMAN. Are you doing anything in the chemical area,
such as with VX gas?

Dr. FAuct. Not directly, but there are certain aspects of chemical
and radiation that the NIH will do vis a vis certain types of effects
on the nervous system, etc, but we are not directly specifically
doing research. The CDC has a program. Also, the Department of
]%efense also has a program on that and we are collaborating with
them.

The CHAIRMAN. I want to come back to that but, as I said in my
opening statement, whenever we have the good fortune to be joined
by the majority leader, since we are fortunate enough to have him
on the committee, it is going to be the new established tradition of
this committee to recognize the majority leader when he does ar-
rive and give him the opportunity to make any statements or ask
any questions.

OPENING STATEMENT OF SENATOR FRIST

Senator FRIST. Thank you, Mr. Chairman and I thank both of
you for being with us today for an issue that is close to my heart
and one that I have had the opportunity of working with both of
you over the last several years.

I want to welcome both of you formally to the committee and
thank the chairman for holding this very important meeting. Let
me just make three quick points and then I ask some questions.

First of all, I think that it is absolutely critical that we support
President Bush’s plan to vaccinate healthcare workers, public
health officials, and first responders. The range of reasons is clear.
From 10 to as many as 14 countries have developed offensive bio-
logical weapons programs; Therefore, it is imperative that we have
individuals who are going to be first called if something happens
right now vaccinated. Who are the American people going to turn
to if a child comes home with smallpox? It is going to be those first
responders and public health officials.

It is also incumbent upon us to give the American people an op-
portunity to make an informed decision about being vaccinated
with a licensed vaccine. This policy introduces the challenges that
have been addressed and will continue to be addressed.

I say this because 3 or 4 years ago we would have been talking
about this as a pure public health initiative. Now, this preparation
is apart of national security.
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The second point that we must address through legislation is li-
ability concerns. Two months ago, the president acknowledged this
concern. We have to address the fears that one may not be com-
pensated if injured from the smallpox vaccination—a barrier to im-
munization. I think the smallpox compensations concerns must be
addressed by the U.S. Senate, and the House and the entire Con-
gress.

My third point is that this process is part of a long-term strategy.
This process began with the public health initiatives that have
gone on for many years. It has been accentuated by the bioterrorist
threats that we in this building and in Washington, DC have seen
in a very real way. We must increase our knowledge of the use of
biological weapons and microorganisms as weapons of mass de-
struction.

In that long-term strategy, we have to look once again at the li-
ability issues and compensation measures for the future counter-
measures. It comes down to improved communications, improved
surveillance, improved infrastructure, and in improved capacity-
building.

I wanted to make those three points and then I will fall back in
line for questions here shortly, but once again I want to thank both
of you for being with us.

The CHAIRMAN. Well, I did State that the tradition was going to
be that you could also ask questions.

Senator FRIST. No, that is fine.

The CHAIRMAN. OK, then we will go to Senator Reed.

Senator REED. Thank you very much, Mr. Chairman. Thank you
for holding the hearing. Thank you, Dr. Gerberding and Dr. Fauci.

Three critical issues and the leader illustrated many of them—
safety, cost and compensation. And Dr. Fauci, you talked a great
deal about the safety but let me for a moment talk about cost.

The State health departments now are challenged to engage this
program. They also have on-going responsibilities for the vaccina-
tion, immunization in my children. In my State about $250,000
they are committed to in a tough budget time.

I wonder if there is any thought, Dr. Gerberding or Dr. Fauci,
to help out the States with this program directly with aid and as-
sistance.

Dr. GERBERDING. Thank you. When we distributed the $918 mil-
lion to the State and local health governments in June we had spe-
cific capacities that they were expected to accomplish with that al-
location. Some of those capacities included developing an infra-
structure that would allow delivery of products in national pharma-
ceutical stockpile, such as vaccine, but we did not include a specific
smallpox vaccine program in those expectations.

Since that time obviously we recognize we need to have this pro-
gram get implemented as safely and as expeditiously as we can.
The States are doing this, in part, with the infrastructure support
that we have given them. We will be making another allocation of
$918 million in August, assuming the budget evolves as predicted.
And we have some infrastructure capacity because of the immuni-
zation programs that you have already mentioned. And, of course,
the vaccine itself is free.
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But there are gaps in what the States have now and what is
needed to actually implement this program. We do not know ex-
actly what those gaps are. We have never done this before and it
is very difficult to predict a priori what is actually needed.

There have been all kinds of analyses done to look at this, some
of them from an economic framework where you are factoring all
the direct and indirect costs like gasoline to get to the clinic, and
so on and so forth. But another way of looking at it is the way I
think most people doing budget look at it, and that is what is actu-
ally needed to fill the gap between what you have and what you
are going to have to spend to make the program work.

When we looked at our own economic assessment and then tried
to identify the gaps in what we are giving people and what they
need to do the program, we estimated that per person on average
across the country, the gap would be somewhere between $10 and
$15 and we picked $13 for planning purposes but we recognize as
we go forward we are going to have to be looking at that very care-
fully and that is not going to be the same in all jurisdictions. In
part there is an economy of scale, so as you immunize more and
more people, the cost per person you vaccinate will become less and
less. In some places where the immunization programs are spread
out, the gap may be greater.

And, as I said, the bottom line is we recognize there is a gap. We
do not know how it is. Right now we are focussing on looking for
how we can provide somewhere around $13 per person who is im-
munized.

Senator REED. Given that gap, are you also going to look closely
at the maintenance of effort on other vaccine programs, immuniza-
tion programs, so that we do not have the situation where the
States are literally robbing Peter to pay Paul?

Dr. GERBERDING. Absolutely. We are very concerned about the
overall situation of public health at the State and local level. This
is, as Senator Frist mentioned, a system that has suffered from
long-term neglect and the investments that we are making right
now are helping but we are dealing with a very fragile public
health system and we are concerned that all of the efforts that we
are putting into terrorism preparedness right now must serve a
duel function. We must make sure that these investments also sup-
port on-going public health issues, such as vaccination of children
or long-term imperatives that are part of our overall mission.

Senator REED. Let me ask a question with regard to compensa-
tion. Is CDC or anyone looking at the relationship between workers
compensation programs in the various States and someone con-
tracting, a healthcare worker, for example, contracting a side effect
based on the vaccination? And also the private insurance coverage
for a situation like this, is that being thought through carefully?

Dr. GERBERDING. We believe that we must make sure that the
people who participate in this program have appropriate and fair
compensation if they are injured as a result of it and we will do
whatever we can to make this program successful in that light.

We have been working with the Association of State and Terri-
torial Health Officers to assess what is the current status of com-
pensation programs and it varies very much from State to State.
It also varies from facility to facility or employer to employer.
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Many people do have good coverage. Some people do not. And many
people are concerned that they could fall through the cracks of
compensation.

So we are very concerned about this and we are obviously trying
to learn as much as we can about what gaps exist in this program
so that we can identify options for filling them.

Sen‘z?itor REED. Mr. Chairman, I have one additional question, if
I may?

The CHAIRMAN. Go ahead.

Senator REED. My understanding is that the reporting of adverse
events is a relatively passive system. It requires someone to take
the initiative to report it. With respect to the safety considerations,
are you looking at a more active monitoring of immunizations and
adverse reactions, something more than you have at the moment?
And maybe Dr. Fauci, you can comment on that. I would assume
you want to validate those statistics of two deaths in a million, etc.

Dr. GERBERDING. We have several ways of monitoring side effects
in this program and trying to do this as safely as possible really
is our overriding priority. We have a mechanism; as people come
into the vaccine clinics they are enrolled in a confidential secure
system that operates into a database through the Internet. So we
will know on a regular basis, basically a daily basis, who is partici-
pating in the vaccine program.

Once you are in the program, it is necessary to come back to
have your vaccine site checked to make sure that it was effective
and that you did develop the pustule there that indicates you are
protected. So when people come back for that seven-day time point,
it is the perfect opportunity to actively determine whether or not
they have experienced any side effect or any complication. This is
p&rticularly important for the more common and less serious side
effects.

In addition to that, some States are doing a more proactive sur-
vey of individuals and we have a mechanism in hospitals for
healthcare workers that is being developed at CDC right now so
that when the infection control nurse or the infection control staff
check the arms of the healthcare workers who have been vac-
cinated on a daily basis, they can put that information into a data
system that monitors that yes, the vaccine site is fine, there is no
spread, there is no threat to patients, and the dressing is appro-
priate, and so forth.

Finally, for the serious complications, the life-threatening com-
plications that Dr. Fauci mentioned, we have the control over the
release of the VIG, the antidote. So in order for people to receive
the antidote, CDC and our colleagues have to know about it, and
that is a perfect trigger for us to go and investigate, evaluate, learn
something, decide whether the complication truly is vaccine-related
or not.

And all of this information is regularly presented to our Data
Safety Monitoring Board, which meets for the first time tomorrow,
and that is a group of experts who will be monitoring the safety
of the program as we go forward to try to make sure that we are
doing everything we need to be doing at CDC to protect our volun-
teers, as well as the patients that they may be taking care of.

Senator REED. Do you have a comment, Doctor?
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Dr. Faucl. Yes, just a small complementary comment, Senator.
The information that we will be getting from the program that Dr.
Gerberding just described will really be very important because the
data that I showed on my slides is over three decades old. It comes
from the 1968 cohort. And although things are similar, they are not
really exactly the same. The data I showed you were in primary
vaccinees. At least half of the people who will be coming into the
program for the smallpox response teams and the emergency first
responders, at least half of those will have already been vaccinated.
So the incidence of toxicities in those individuals will be consider-
ably lesser.

On the other hand, as people say appropriately, in the year 2002
there are more people that would have immunosuppressive or con-
traindicating conditions. Even though we will be aggressively when
someone comes in to volunteer, asking them do you have a trans-
plant, are you on glucocorticoids, do you have eczema or atopic der-
matitis, we do not know when those factors balance where the 2002
numbers are going to fall in. So that is the reason why what Dr.
Gerberding is saying is critical and important.

I might also add from a historical standpoint the fact that the
CDC controls the Vaccinia Immune Globulin, as Dr. Gerberding
mentioned, is a good indication of how many people will actually
need it. If you go back 20 some odd years, the CDC controlled the
administration of Pentamidine for pneumocystis carinii pneumonia
and it was that monitoring of how many people were asking for
Pentamidine that was one of the big kick-offs and the red flags that
we were dealing with the very incipient phase of the HIV epidemic.

Senator REED. Thank you, Doctor.

Thank you, Mr. Chairman.

The CHAIRMAN. Dr. Frist?

Senator FRIST. Thank you, Mr. Chairman.

Dr. Fauci, Congress provided liability protection to the smallpox
vaccine manufacturers and administrators in the Homeland Secu-
rity Act. When we drafted that legislation, we did it specifically for
the smallpox vaccine. Your list of bioterrorists agents includes tula-
remia, smallpox, anthrax, Ebola, the other hemorrhagic viral fe-
vers, plague. Recognizing that each of those agents have had bio-
weapons programs designed around them—which most people do
not realize—leads me to think that something further than just
smallpox vaccine should have this liability coverage. Otherwise,
every time an agent is used, whether it is anthrax here on Capitol
Hill and New York and Florida or tularemia, or plaque or Ebola,
we are going to have come back and legislate each and every time.
That is not very appealing to me as a legislator. We need to ad-
dress the piecemeal liability issue, and I would like for you to com-
ment on that.

The second issue from my opening statement that I want you to
explore a little bit further is the overall infrastructure of our vac-
cine manufacturing base. The very present risk of increased liabil-
ity exposure when there is such a low rate of return to those same
manufacturers. Government is not in the business of manufactur-
ing a broad range of vaccines, nor should we be, nor are we capable
of really doing that. At the same time, when you have huge liabil-
ity risk and the potential of being literally put out of business, pru-
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dent companies, even if it is in the national interest, are not going
to be focussing their business on this critical issues.

Since the 1970s when I started medical school, we have seen a
constant decline in the number of vaccine manufacturers from say,
12 or 14. I would argue that such a decline in the manufacturing
base is due to liability concerns. We now have four manufacturers
in the world making vaccines and only two that are actually Amer-
ican companies today that make the licensed vaccines.

At the same time, every year, I or Senator Gregg or one of us
must go to the floor and comment on the fact that we have child-
hood vaccine shortages. But if we have shortages with childhood
vaccines which are being used, it is clearly going to be difficult for
companies to develop vaccines for the increasing threat or risk that
we have with these agents that we have not really thought very
much about, including botulism toxin. As we sit here, we know that
Saddam Hussein has over 6,000 liters of botulism toxin, the most
powerful poison in the world.

We do not have the vaccine infrastructure to develop new bio-
terrorism vaccines today, no matter how good the science is at the
NIH. We have an obligation to lower the barriers that prevent the
development of a vaccine infrastructure. I would argue much of the
infrastructure is disappearing due to a lack of a market or a guar-
anteed market, coupled with this huge liability. This is where pub-
lic health again becomes part of the national security problem.

Could you comment on how you see that playing out? The prob-
lem is crystal clear to me and it is crystal clear to you, but how
you see this vaccine infrastructure, national security risk and li-
ability playing out?

Dr. FAuct. You said it very well, Senator, and we really appre-
ciate the leadership that you and your colleagues have shown with
the Homeland Security taking care of the liability. But as you so
appropriately pointed out, that is one microbe and we are talking
about the big picture of vaccines.

Just very briefly, the infrastructure and the lack of incentive for
companies to either stay in the vaccine field or what we hope, to
come into the vaccine field because we have so many new chal-
lenges with biodefense, is exactly what you said. The infrastructure
has diminished at the same time as they have gotten out of the
field and there is a concern about liability.

Addressing the infrastructure component, that was one of the
issues that we described to you a couple of days ago vis a vis the
BioShield and getting an incentive so that at the end of the day
they would know that when they are getting ready to go to their
board of trustees or their stockholders and say we have a good
idea, we have some funding from the NIH, we have some collabora-
tions with the CDC, but we want to go forward, but we do not have
any guarantee that anybody is going to use this. That is one of the
three-pronged components that the president announced the other
night about Project BioShield.

We would say we would have a guaranteed assurance that if you
do get involved and build that infrastructure, that there will be a
purchase of that material even if we do not ever use it and we
stockpile it. That addresses building up the infrastructure and the
confidence of industry that if they work with the Federal Govern-
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ment there will be something there not only that they will not lose
money on it but they could get a modest profit out of that.

Senator FRIST. Did you comment on Bioshield in your opening
statement?

Dr. Faucl. I just alluded to it briefly.

Senator FRIST. I don’t know if Bioshield was mentioned or a sen-
tence in the State of the Union or not, but for me, this initiative
really caught my attention. And the size of it was how much? $6
billion. And that is

Dr. Fauct. 1t is less the size of the amount than it is what is de-
scribed as—and you know very well but sometimes the general
public does not quite understand what it is—it is a permanent and
indefinite appropriation authority where the authority exists that
when the secretary of HHS and the secretary of DHS come to the
realization that we really do need a product, the president can then
have a finding to say we really need to do that. So we could draw
out of this mandated authority to be able to actually put however
much money one needs to do that purchase.

Now clearly the liability issue is a complex issue. It was ad-
dressed specifically for smallpox. For some but not all of the prod-
ucts and the biodefense countermeasures that we are talking
about, since the Federal Government will essentially be the sole
purchaser of several but not all of those, that could fall and would
fall under the Federal Tort Claims Act that would cover that com-
ponent of the liability.

But I agree with you there are gaps there that we need to ad-
dress and we would be very happy to work together with you in
addressing them.

Senator FRIST. Thank you, Mr. Chairman.

The CHAIRMAN. This is a huge issue and we do have to get on
it quickly because we are simply not going to get the vaccine indus-
try back up unless we do something in the areas liability and com-
pensation.

Senator Mikulski?

Senator MIKULSKI. Thank you, Senator Gregg.

Senator Frist, I am just so glad that you have found the time to
lﬁe able to—usually majority leaders are not. So good to have you

ere.

To Dr. Gerberding and Dr. Fauci, welcome. Doctor, I do not know
you as well as I know Dr. Fauci but look forward to getting better
acquainted.

Right now I think there is great fear about smallpox. I think
there is fear about an attack on the United States and being ex-
posed to smallpox but I also think there is now a lot of fear around
the vaccine to prevent one getting smallpox and the fear centers on
either dying or having some type of grim chronic condition—paral-
ysis, blindness, things that as physicians, you could even share
with us.

I want to pick up then on the liability because part of my overall
questions will be how do we contain the fear, even if there is an
attack?

Regarding the liability issue, if a nurse or an emergency medical
person, first responder, gets the vaccine and they get sick where
the consequences particularly are chronic, number one, who pays
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for their medical care? And number two, who would, say with
blindness, then pay for on-going compensation? Would the Federal
Government pay for that? Who pays for that, for their medical care
and, of course, their own lost income?

Dr. GERBERDING. Right now the existing mechanism is that we
are relying on the workers compensation programs that exist
through the State or the employer and whatever private insurance
the individual has. Some of these programs are comprehensive;
some are not.

Senator MIKULSKI. Well, how can we move to uniformity? Be-
cause if we go to your private health insurance, many have the ex-
clusion related to an attack of war and smallpox, we are not talk-
ing about an accidental exposure. This is war where we would be
exposed to smallpox. So therefore we would be in litigation over
will the insurance company pay? So that seems flawed.

Workman’s compensation is uneven around our country because
there are 50 different State programs. Have you looked at all 50
and would all 50 cover this particular situation?

Dr. GERBERDING. Right now I have information from 34 States.
We do not have the information back from all 50. Part of it is a
State issue but in addition, there are differences in how employers
within each State provide coverage. Some are self-insured and
some are not.

Senator MIKULSKI. Doctor, would it make your job easier, be-
cause I have noticed a very tepid response to even the voluntary
request. In Connecticut only four doctors showed up and these are
very informed people, far more informed than dealing with the gen-
eral public.

Do you feel that a national program, tightly written, targeted—
we are not talking big loopholes or big lawyer fees or whatever—
do you think that that would get more compliance and more rapid
compliance?

Dr. GERBERDING. Senator, I believe that we need to do whatever
it takes to remove the barriers to this program. We must have the
preparedness capacity that we need to protect people. I am not sure
I understand what all the barriers are and you have mentioned
compensation as being one; I think fear is another.

Senator MIKULSKI. Doctor, we need to understand the barriers
and we need to understand them quickly. In other words, if you
have a tepid response, and I think you would agree it has been
tepid in terms of who is willing to get the vaccines now. You do
not have thousands of people saying I want it because I am ready
to serve America, but I am going to be protected myself. We are
talking about very dedicated people—nurses, doctors, emergency
people. Hasn’t the response been tepid?

Dr. GERBERDING. Actually I was able to say earlier in my testi-
mony that so far, the States have requested—we have delivered
127,000 doses at the States’ request, so the States are expecting to
immunize that number of people. What the rate of immunization
will be remains to be seen.

What we know is happening right now is that just the
vaccinators are getting vaccinated so that they will be prepared to
immunize everyone else. I do not think we are going to know for



21

sure how many people are stepping up to the plate and when until
the program progresses.

Senator MIKULSKI. That is up till today. You have only heard
from 34 States if their workman’s compensation would cover what
we would call medical personnel and of those 34 States, would they
cover both medical treatment and income compensation?

Dr. GERBERDING. Of the 34 States that I have information on,
one State has said it would not.

Senator MIKULSKI. So 33 said it would?

Dr. GERBERDING. That there would be at least partial coverage,
and most are checking to get a comprehensive decision from their
attorney general.

Senator MIKULSKI. You know, if there is blindness or paralysis,
partial coverage does not cover it.

Dr. GERBERDING. I understand.

Senator MIKULSKI. So what would we do about the other part?

Dr. GERBERDING. This is the concern that I share with you.
There are gaps and we have to find ways to address those gaps.
| Senator MIKULSKI. Well, I know that my time is just. Just a fol-
OW-on.

If a patient gets sick because of they were exposed to a nurse or
a doctor who has taken the vaccine but inadvertently causes one
of their patients or someone being carried in an ambulance to get
smallpox, what is the compensation for the patient?

Dr. GERBERDING. Right now the compensation program is not
available for contacts of people who have been vaccinated and are
exposed.

Senator MIKULSKI. So we have a big job ahead of us. Thank you.

The CHAIRMAN. Senator Jeffords?

Senator JEFFORDS. Dr. Gerberding, what were the elements in
choosing which States and counties would receive these initial
doses of vaccine?

Dr. GERBERDING. What happened was CDC issued guidance for
States to develop their plans and as the plans were submitted this
past January, they were reviewed according to the completeness of
the various elements. As they were approved, then States were
given permission to request the doses of vaccine that they needed
to initiate their program.

As of today all States have approved plans. In one State, and I
forget which one it is, there is some minor contingency that has to
be cleared up before we could release vaccine. But the vaccine will
be made available to every State when they request it.

Senator JEFFORDS. I know that Vermont was selected. What did
that mean?

Dr. GERBERDING. It means that the State of Vermont contacted
CDC and said please ship us vaccine; we are ready to go.

Senator JEFFORDS. Again what is the plan for evaluating the im-
plementation of the smallpox program in the initial stage?

Dr. GERBERDING. I am sorry; I missed your question.

Senator JEFFORDS. For evaluation of implementation of the
smallpox program, what is the plan?

Dr. GERBERDING. The plan is quite comprehensive. In addition to
monitoring the safety and the mechanisms that I described earlier,
which include following people who have chosen to be vaccinated
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and using another system for identifying people with severe effects,
several States are working on a program to contact the people who
could have been vaccinated but chose not to be, to understand why
they chose not to be included in the program and are we aware of
all the barriers to participation?

Senator JEFFORDS. Dr. Fauci, yesterday you mentioned that we
need to be prepared against genetic manipulation of some of these
bacteria and viruses that could be used in a terrorist attack. I am
concerned that there could be potentially unlimited variations of
these bacteria or viruses. Could you elaborate on these issues and
how we can be prepared?

Dr. FAuct. Yes, Senator. That is an excellent question that we
continually struggle with.

The kinds of genetic manipulations fall into two broad categories.
One is much easier to do than the other. The easy one for anyone
to do would be to genetically mutate the microbe so that it resists
or avoids the currently used antibiotics against it. The approach to
that would be, and that is part of our strategic plan, is to have at
least two and generally three alternatives antibiotics or antivirals
that act at different parts of the replication or metabolic cycle of
a microbe so that if it is changed in one way, you will have an al-
ternative antimicrobial against it. We have a broad plan to do that.

The anchor of that plan is to essentially sequence, the same way
we have sequenced the human genome, to get the full sequences
of virtually every microbe that could be a potential bioterror, the
microbes on our various Category A, B, and C agents. That is one
approach.

The other approach is a little bit more—in fact, a lot more dif-
ficult for anybody to do, is to manipulate the microbe so that it
avoids or counteracts the effect of a vaccine. So if, for example,
someone were to take a smallpox and genetically manipulate it so
that if it gets into you it would mute or dampen your body’s ability
to respond appropriately even if you were not vaccinated, that falls
under the category of enhancers of the immune system so that
when you develop a vaccine, you develop a vaccine that so induces
a specific response against the microbe that it would overcome even
the genetic manipulation to try and weaken the body’s immune
system.

So those are the two strategies. As you say, there are infinite
possibilities of being able to mutate. However, only a few of those
would have an impact of being able to still maintain the capability
of the microbe to infect and hurt you because some mutations actu-
ally put the microbe out of business.

Senator JEFFORDS. During the recent mad cow disease scare in
Europe there was a great deal of concern about prions and what
role they played in the disease. These are not bacteria or viruses,
I believe.

Dr. Fauct. No, they are not.

Senator JEFFORDS. Can you tell us more about these? And do we
need to be concerned about them in our fight against bioterrorism?

Dr. FAuci. We have a lesser concern about the prions, which are
a protein that actually can self-replicate itself. That is, as you al-
luded to correctly, a protein that is responsible for animal diseases
and there is a version of it in humans, ovarian Jakob Creutzfeldt
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disease it is called, a big word that does not mean much except
that that is the name of the disease.

We are doing research on prion disease at the NIH. We are doing
it in other parts of the Federal research enterprise. It is fundamen-
tally not under the auspices of what we would consider a high
probability bioterror event. Just by the very nature of what it is,
I mean if somebody wants to in a bioterror way attack our agricul-
tural system with animals in the sense of inserting into our animal
stock something that would cause economic difficulty, as opposed to
hurting people, but nonetheless this is something that we do have
research on, but it is not in the big, broad umbrella of a high prior-
ity biodefense.

Senator JEFFORDS. Thank you.

Dr. FAuct. You are welcome.

The CHAIRMAN. Senator Clinton?

Senator CLINTON. Thank you, Mr. Chairman, and thank you for
calling this important hearing. I think there are obviously going to
be a lot of unanswered and maybe at this point in time unanswer-
able questions in the face of these new challenges.

I greatly appreciate the work that both CDC and NIH are doing
to develop an adequate supply of medications for those who might
have side effects, who suffer injuries, lost work time, and other con-
sequences as a result of the vaccinations. And I do believe we need
some kind of system to ensure that they are taken care of and com-
pensated.

I cannot help but add that of course if we had a universal
healthcare system this would not be as big a concern, but we are
going to continue to patch away at the old broken system and it
is just going to get creakier and creakier and squeakier and
squeakier and leakier and leakier and I think that the threat of
terrorism, combined with advances in the knowledge of the human
genome which are going to tell us that we are all vulnerable and
susceptible to something, should prove to be a spur to our dealing
with this issue on a much broader level. But in the meantime I
hope that we will take seriously the challenges of providing ade-
quate compensation.

I have had a different but related experience with respect to the
World Trade Center health effects on the workers and volunteers
most directly involved. We did, with bipartisan support, set up a
program at Mount Sinai to begin to screen those people and we had
our first report of the outcomes of those screenings and we have
very high percentages, in some cases 50 percent to 80 percent, of
decreased pulmonary and respiratory capacity, adult-onset asthma,
and many other issues. And some of the people who were construc-
tion workers, utility workers, etc. do not have adequate insurance
and do not have the capacity to either be screened or taken care
of. So I just think this has to be put into a broader context.

And from my perspective there is another related issue which we
have heard about in the news, which is that if we underfund this
massive vaccination effort, then State and local public health de-
partments will be picking up the costs and some are already saying
that they cannot continue their other work, the routine immuniza-
tions and other kinds of public health work, as well.
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So I am very much looking forward to working with the chair-
man and Majority Leader Frist, along with Senators Kennedy, Mi-
kulski, Durbin and myself and our colleagues in the House to try
to come up with a package of legislation that does address these
very legitimate issues.

If I may, Dr. Fauci, I know that there is not anyone who knows
more and has worked harder on the HIV/AIDS challenge and it is
clear that we now have not just with HIV/AIDS but with other con-
ditions, including eczema in our population, a lot of
immunosuppressed people, people who are more vulnerable to the
side effects, and this is a concern that we all have because of not
only those directly vaccinated but the potential contagion effect.

What will the impact of these immunodeficiencies have on the
number of injuries, deaths and side effects, as best as you are able
to extrapolate?

Dr. Fauct. Thank you for that question, Senator Clinton. It de-
pends on the immunodeficiency. For example, if someone has a
transplantation, they have a kidney or a lung or a pancreas or
what have you, it is very clear and easy that they know they have
it, so they would be immediately excluded from any pre-event vac-
cination program. Obviously if there is a massive attack, we would
be vaccinating them if they came into contact with a person, but
we make sure we have a lot of Vaccinia Immune Globulin around.

We would have to do, and that is part of the program, serious
questioning to go through the list—eczema, atopic dermatitis. Are
you on glucocorticoids? Are you taking steroids for anything? Do
you have an immune-suppressed disease that is being treated, like
lupus or rheumatoid arthritis? Do you have cancer chemotherapy?
All of those kinds of things.

There are other things that obviously are of concern, is HIV. We
need to question people, is there any possibility that you may be
at risk for HIV, and if you are, to clearly go and get an HIV test.
HIV is one of the immunosuppressive diseases that we have and
if someone is far advanced in HIV, then just inadvertently, without
knowing it, if they get vaccinated they could be in trouble.

So that is the reason why it is very clear in a vaccination pro-
gram, which is why a pre-event program where you have the time
to go through those multiple menus of contraindications would be
very helpful in averting vast majority of inadvertent vaccinations
for someone who would have a contraindication. So we share your
concern.

Senator CLINTON. Thank you.

Dr. Gerberding, I recognize that there are studies of smallpox
vaccine safety in children currently in progress in Cincinnati and
Los Angeles; is that right?

Dr. GERBERDING. I would have to defer to Dr. Fauci on that.

Senator CLINTON. Is that right, Dr. Fauci?

Dr. FAuct. The studies are not going on, Senator. As part of the
vaccine program for the dilutional study of the Dryvax, which is
now the product that is being used in its undiluted form in the pro-
gram that Dr. Gerberding described, in the dilutional study, if we
were going to widely use diluted Dryvax, you have three general
components of people. Those who have been previously vaccinated,
that study is done. Those who have never been vaccinated before,
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that study was done. The third component was in children but
when the clinical trial to determine if it actually was still
immunogenic in children, was there any specific unexpected
toxicities in children, even though you would not predict it because
that is exactly the vaccine that you and I got when we were chil-
dren, but nonetheless we needed to do the clinical trial.

When the clinical trial went before the IRB the Cincinnati group
felt that it was a reasonable approach; let us do it. The UCLA
group said you know, we cannot determine on the basis of the
codes that guide you as to whether or not you can do research in
children whether the risk/benefit ratio for a child, given the current
threat, we just cannot make that determination as to whether or
not we should go ahead with the trial.

So what they did is that they sent it back to the secretary and
there is a code of regulation that says they need to do that. The
secretary then took the problem, sent it before the Office of Human
Research Protection. They had a public comment period. Many of
the comments came in with concern that for children, particularly
infants, since they have a greater incidence of serious effects, that
they felt that it should not go on.

In the meantime it became clear that we were not going to be
using Dryvax on children anyway because the program would be
excluding children because it would be for health workers, first re-
sponders, etc. For that reason the clinical trial in children with
Dryvax has now been called off and we are not going to do a clini-
cal trial in children for this particular product.

Senator CLINTON. Thank you.

The CHAIRMAN. Thank you, Senator.

I would like to keep this going but I know you folks have to get
back and actually take care of America, so we are going to let you
go, but this issue of what we do with children is critical. The com-
pensation issue, also absolutely critical. And Senator Frist, as our
majority leader and doctor, has put forth some really excellent
ideas in the area of vaccines generally and how we are going to try
to get our whole vaccine industry backup, which would include pro-
visions on compensation and liability.

So we will pursue those at a later date with you, but we are defi-
nitely going to be moving on that. I quite honestly hope we move
on Senator Frist’s ideas fairly quickly. So we thank you very much
for your time. We appreciate it and keep up the good work.

If we can get the next panel to step forward?

Our next panel, and we appreciate their participation, represents
a variety of folks who are on the front lines of this issue, coming
from various walks of life and who have substantive interest in and
concerns about how we proceed with the smallpox vaccination proc-
ess.

I would ask that you submit your formal statements and if you
could keep your general comments concise and to the point so that
we could get right into the questions, that would be very helpful.

Let me begin. We will go from right to left from my side because
on the right is a gentleman from New Hampshire who I have
known for many years. He is a good friend, a neighbor, and some-
body who is a specialist of the first order in managing hospitals.
So let us begin with you, Bill.
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STATEMENTS OF WILLIAM J. SCHULER, CEO, PORTSMOUTH
REGIONAL HOSPITAL ON BEHALF OF THE FEDERATION OF
AMERICAN HOSPITALS, PORTSMOUTH, NH; WILLIAM J.
BICKNELL, M.D., M.P.H.,, BOSTON UNIVERSITY SCHOOL OF
PUBLIC HEALTH, BOSTON, MA; JON ABRAMSON, M.D. ON BE-
HALF OF THE AMERICAN ACADEMY OF PEDIATRICS, WASH-
INGTON, DC; MARTHA BAKER, R.N., CO-CHAIR, SERVICE EM-
PLOYEES INTERNATIONAL UNION (SEIU) NURSING ALLI-
ANCE, WASHINGTON, DC; AND KIM BUSH, PRESIDENT, VAC-
CINES DIVISION, BAXTER HEALTHCARE CORPORATION,
WASHINGTON, DC

Mr. SCHULER. Good morning. I am William Schuler, president
and CEO of Portsmouth Regional Hospital, of HCA, Hospital Cor-
poration of America, and our trade association. I would like to
thank Chairman Gregg, Ranking Member Kennedy and others on
the Senate Health and Education, Labor and Pensions Committee
for providing me this opportunity to discuss the smallpox vaccina-
tion plan from the perspective of a community hospital.

Portsmouth Hospital, our trade association, the Federal of Amer-
ican Hospitals, fully support the administration’s decision to pro-
vide voluntary smallpox vaccinations to healthcare workers. We
particularly applaud the chairman, ranking member and other
members of the committee for their continued advocacy of the vol-
untary vaccinations. There seems to be widespread recognition that
the proper implementation safeguards will produce an environment
where our Nation’s hospitals can provide the safest care and work
setting for our patients, our employees, and our families. By vac-
cinating these core caregivers, we enable them to step forward with
the assurance of their own immunity to provide this vital care.

Portsmouth’s role in the vaccinations. While we applaud the di-
rection in which we are heading, hospitals are concerned that much
of the responsibilities for implementing the vaccination plan appear
to be filtering to the hospital level. In my testimony I will highlight
the critical issues facing a community hospital, how we are han-
dling them, and where we feel guidance and assistance is needed.

First, it may be helpful to describe the stages of the pre-event
vaccination initiative from a hospital perspective. I will refer to
three stages. Stage one is the vaccination of the smallpox response
teams and front-line healthcare workers. This stage is currently
under way. In stage two, vaccinations will be offered to all
healthcare workers, EMS, first responders, fire-fighters and police.
Stage three, the vaccinations will be offered to the general public.

At Portsmouth we arrived at a core group of 40 providers for
stage one. We began our efforts to recruit volunteers in November,
with the physicians first being invited to a classroom-style presen-
tation by the chief of staff, infectious disease physicians, myself
and others. Approximately 25 physicians volunteered immediately.
A similar presentation was offered the following week to hospital
nursing and ancillary staff; an additional 30 clinicians were added
to the volunteer roster.

Ultimately the 40 volunteers were chosen because they had been
previously vaccinated against smallpox, screened for contraindica-
tions, and provided with additional educational resources. In March
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we anticipate these volunteers will visit area clinics at staggered
intervals to receive the vaccination.

Now allow me to touch on some of the concerns with the imple-
mentation plan. As the vaccination process proceeds to stages two
and three, Portsmouth faces increasing medical and staffing chal-
lenges. According to a study by the CDC, 36 percent of adults re-
ceiving vaccine for the first time will likely be sufficiently ill to
miss work, school, or recreational activities or have trouble sleep-
ing. Nationwide, this amount of absenteeism, superimposed on win-
ter illness and critical nursing-wide shortages, will surely exacer-
bate an already tenuous staffing shortage.

To ensure the support of normal hospital operations, we must fol-
low staggered vaccination schedules. We anticipate up to 10 em-
ployees may require time off. We should be able to cover this level
of absenteeism without impacting patient care. In future stages,
however, additional staff members are vaccinated and these staff-
ing issues become of major significance.

According to CDC guidelines, hospital responsibilities include not
only education, screening for contraindications, identification of vol-
unteers but also daily vaccination site assessment and the evo-
lution of takes. This means that the hospitals must provide daily
staffing for a 21-day vaccinee site assessment clinic. In stage one
we should be able to absorb the financial staffing burden. However,
it might be a burden not so easily managed in the future.

Furthermore, in stage two the logistics for staffing education, site
care, assessment and recordkeeping will certainly require Federal
and State support. They are not activities that a local community
hospital can easily absorb. Consideration for extra funding to the
State public health departments would enable them to play a much
greater role than we have seen to date and will ease the vaccina-
tionirelated staffing issues expected to be shouldered by the hos-
pitals.

Community healthcare systems will be severely stressed in stage
three. Using the published rates of vaccine-related complications,
the 50,000 vaccinees in our service area could lead to 5,000 office
visits and up to 500 hospital admissions, an untenable demand for
a medical community with a 200-bed hospital like ours. We will
need a system where specialists would help with the evaluation of
the more severe vaccine reactions, discussing and coordinating
home care for all but the most ill. This system has been discussed
at the State level and is yet to be developed. Mass vaccinations will
create a volume of ill patients that in most communities will be un-
precedented and profoundly difficult to manage.

With regard to communication and planning, I will tell you that
the communication between the State OEM and the local emer-
gency personnel has been suboptimal. In the early stages local
emergency personnel, fire and police were not adequately informed
of the CDC vaccination plans or the responsibilities for such a plan.
Initially, hospital and community representatives’ responsibilities
were to be quite limited. As the planning stage unfolded, respon-
sibilities originally assigned to the OEM were given to both hos-
pitals and the community.

We have communicate this issue to State leaders and have
learned that New Hampshire OEM, like many other States, has
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not received additional funding from FEMA. At a time when State
and municipal budgets are also stressed, there is an understand-
able reluctance to take on additional responsibilities without fund-
ing. In short, the State’s OEM is relying too heavily on staffing re-
sources at the local hospital level for planning and implementation.
In order to strengthen the overall postevent, the State OEM re-
quires additional funding, staffing and other resources.

We appreciate the recent classification of section 304 of the
Homeland Security Act that appears to resolve many of the liability
concerns. However, further clarification on liability may be needed
in the scope of employment issues.

Specifically it is not clear if the current guideline provides protec-
tion for vaccinated person who inadvertently and outside of the
scope of one’s employment spread the infection caused by a small-
pox vaccine outside the participating hospital. We look forward to
working with Congress and the administration to achieve full pro-
tection intended under section 304.

It is vitally important that the healthcare workers are protected
from personal expense and loss of wages as a result of adverse re-
actions to voluntary vaccination and we hope that this will occur.

Finally, in a time of national emergency requiring implementa-
tion of mass immunizations, healthcare resources will be severely
strained. It is in these limited circumstances that certain aspects
of the healthcare laws and regulations may not be in the best inter-
est of patients and healthcare workers in our hospital. I have laid
out an example in my testimony in response to anthrax exposures
occurring in Florida, New York, Washington, DC. and other States.

As you know, EMTALA requires hospitals to provide medical
screening to all patients requesting medical treatment. In the event
of mass vaccination potential smallpox exposures, hospital emer-
gency departments could be overwhelmed by the worried well. Any
hospital following the recommendations of the State health depart-
ment, as outlined in our testimony would have to be subject to po-
tential liability under EMTALA.

In addition, when hospitals are coping with mass vaccination
clinics and potential complications generated, the completion of the
usual hospital forms, such as notices of HIPAA privacy rights and
advanced beneficiary notices, may not be possible or practical. We
hope that the committee will consider how to mitigate the con-
sequences of these regulatory dilemmas in a time of national crisis.

In closing, I would like to commend the committee for its com-
mitment to the safety and well-being of the first responders and
their families. Portsmouth Regional Hospital and the federation
look forward to working with the committee to implement the ad-
ministration’s voluntary smallpox vaccination plan. Thank you.

The CHAIRMAN. Thank you.

[The prepared statement of Mr. Schuler may be found in addi-
tional material.]

The CHAIRMAN. Dr. Bicknell?

Dr. BiCKNELL. It is an honor and pleasure to be here this morn-
ing, Mr. Chairman and members of the committee. I am going to
touch on certain high points of my written testimony.

I am a physician with a public health degree. I was commissioner
of public health in Massachusetts at one time. I sit currently on the
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Massachusetts Statewide Smallpox Work Group. Most recently I
have been a proponent of careful selective, progressive and ulti-
mately widespread pre-exposure vaccinations as the best way to
protect the Nation against the threat of a bioterrorist attack using
smallpox as a weapon. And even though Dr. Gerberding and Dr.
Fauci are not here, I think they and the Nation have made tremen-
dous strides in the last year in this area.

National security, economics, and economic disruption, medicine,
public health, and labor-management issues often get confused as
we discuss smallpox. This is complicated by serious misunderstand-
ing of the facts, confusion of fact and opinion, and finally, there is
honest disagreement about what is right and what is not right.
And, of course, as we have heard earlier, this is all in the context
of all the other bioterrorist threats.

I want to touch on six points and then if there is time, elaborate
later. The president’s three-phase plan is extremely sound. Imple-
mentation today, I feel, is seriously flawed. Finishing phase two is
an urgent national priority, particularly given the course of world
events. Until phase two is done, we are not protected. And I would
say that although there is wide recognition in this room about na-
tional security issues, in the public health and medical community
the concern that Senator Frist expressed just has not hit home.
That message has to get out that this is a national security issue;
it is not just a medical or public health issue.

We have all the gadgetry, tools and manpower to do this. What
we do not have is the organizational structures. They are not yet
in place.

There is dangerous misinformation about key aspects of smallpox
transmission and control. This needs to be corrected. Let me give
you a couple of examples. I would take exception to what Dr.
Gerberding said that mostly you are sick and you go home. And I
would distinguish between Dr. Gerberding, who I think we would
all agree is not a terrorist, and if she got sick she would go home,
but I could be a terrorist. I had to present to my university presi-
dent, who is known as somewhat of a bear, and I had a fever of
103.5. I presented. If I am a motivated terrorist I will get up and
walk around. And, in fact, as you become infectious it is not visible.
You start to feel better. There is no obvious rash and you are high-
ly infectious.

We have to plan for a worst-case event, not what happened in
the smallpox years of eradication when we had high levels of popu-
lation immunity, not very mobile populations, and nobody was a
terrorist. They were just plain old people getting sick. This is a
very different State of affairs.

Now let us talk about some of the risks of vaccination. I think
there is misinterpretation and misinformation out there. I do not
want to give the sense that smallpox vaccination is like a sugar
cube but let us look at it with care. We are talking about adults,
not kids at the moment. I understand your issue of kids and I will
get to that in a moment.

If you look at the historical data, U.S. military since World War
II, 1963 data, around 14 million people. 1968 data, 14 million peo-
ple, Israeli military experience, Israeli civilian experience, U.S. ci-
vilian experience since the 1980s, I believe you will find that there
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are two adult deaths. Both of these people were in 1968 and would
have been screened out. One had aplastic anemia, one leukemia. In
1968 we had nine deaths; seven were in children, a 16-year-old girl,
and a 62-year-old woman. We are not vaccinating children at the
moment and we are planning to carefully screen. We would not
have vaccinated the two people who did die.

What is happening with the U.S. military as of this moment? As
of January 25, over 2,000 military hospital workers have been vac-
cinated, including staff at Walter Reed, which has a hematology on-
cology ward, transplant unit, a neonatal intensive care unit, all
where you do not want accidental spread. It has not happened.
Vaccinated workers continue caring for patients using the semi-
permeable membrane dressing—I have some here—long sleeves
and scrupulous hand-washing.

The semi-permeable membrane dressing makes an already rare
event—114 cases of transmission to other people happened in 1968
after 14 million vaccinations. You do not do kids, drop that by 70
to 90 percent. You add this dressing; that reduces it by 90 to 95
percent. This is a controllable thing.

What has happened in the military? The success rate of vaccina-
tion has been for people who are first-time vaccinees, 97 percent
successful, revaccinees 99 percent.

What about sick leave? Four percent of first-time vaccinees take
a day or two off. One and a half percent of revaccinees take a day
or two off. Complications have been minor and are occurring at the
levels that have been historically expected.

Full data on the military are classified in terms of numbers—I
do not know them; CDC and FDA do—but I have been told that
those numbers are getting very large and the rates of complica-
tions, side effects and time off in the larger number of troops ap-
proximates that that is happening in the 2,000 health workers.

So I think we need to put the risk of adult vaccination in per-
spective. It would be absurd to promise but it would not be surpris-
ing to find out when phase two is done and we have done 10 mil-
lion, we might have zero, one or two deaths, not the hundreds of
deaths that we are thinking of. So I think we need to get that very
much in perspective.

CDC needs a clear, concise, strategic statement that articulates
the president’s plan and establishes a rationale and framework for
implementation. It is just not clear now to people out there. And
then within that document there need to be simple, and I would
emphasize simple, pre- and postexposure guidelines. They are not
simple now. They are too complex and if we had to act now we
would have chaos, confusion and casualties. We need to be pre-
pared to move in a big hurry and this requires not just advanced
planning but the elegance that comes from simplicity.

Finally, I think we may have made some fundamental mistakes
in assessing what public health and the public health system is all
about. I am working with Ken Bloem, who you may know. He has
led major teaching hospitals in Chicago, Palo Alto and Washington
and we feel the public health system is by its very nature and cul-
ture not an emergency response system and never has been. We
may need a different structure, perhaps an integrated Federal-
State incident command structure with emergency medical services



31

and the acute medical care system taking the lead role for mitigat-
ing the adverse events of a bioterrorism attack. And in this
conceptualization, public health, particularly laboratories and epi-
demiologic intelligence, play a supportive but not a directive role.

The side effects of children I think need to be put in perspective.
I have a two-and-a-half-year-old grandson and he is at the center
of my life but I do not think we should vaccinate him yet. The rea-
soning goes like this. The bad complications and deaths and a lot
of the less bad ones mostly are in kids under 10. The worst one,
encephalitis, is really bad, hits kids under 10 in this country—our
data is very clear on that—mostly under 10, almost exclusively.
Most of the deaths almost exclusively under 10. There is no treat-
ment for this. It is rare but about 25 to 30 percent die and another
10 or 15 percent have permanent brain damage.

Children are the ones who get accidentally infected with each
other. It is rubbing up in a sandbox. We are not doing kids; that
eliminates that.

Complications are common of the less severe kind—one in 9,000,
one in 10,000. That means there is going to be a complication in
virtually every city in town.

Post-attack you can isolate kids. If we have phase two completed
and a mechanism in place that we can vaccinate in schools and
churches and gymnasiums rapidly, we can protect children very
rapidly and avoid the complications they will experience by
preexposure attack.

The four-day window, we have heard a great deal about the four-
day window. That is a myth. It does not exist. If you are vaccinated
within 4 days you may get less severe illness; there is no evidence
you can prevent it. And that is all over the place; that is just
wrong.

The visible rash. Let me just read you something. Happened in
1913. “One person with smallpox arrived in the country and trav-
eled by train. In the initial phase of the disease nobody noticed the
rash on his face. Almost everyone who traveled with him from
Queensborough to Manchester got smallpox—the ticket collector
and those who went on to Stallybridge.” Something like 100 people
being infected from a single case, and this was not a terrorist. Sup-
pose you were a terrorist; you could do a better job.

Most doctors, if they are properly trained, will be able to quickly
identify a case. That is wrong. That can never, ever happen. Small-
pox does not look like much until day three or four and it will be
missed and then there will be overdiagnosis. This is another com-
pelling argument for getting the president’s plan done, at least
through phase two and I would hope phase three, and I would like
to extend it, move from it is okay if you are adult to it is urged
if you are an adult.

Ring vaccination. There is tremendous evidence that ring vac-
cination, as proposed until very recently—it came off the website
over the weekend, guideline B—ring vaccination many thoughtful
people feel, as it has been proposed, will not work. What will work
is vaccinating with a little kit the friends and neighbors of the first
case, gear up for local mass vaccination, vaccinate in the area lo-
cally. If there is a second case in another geographic area move to
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national mass vaccination. That will work and that will only work
if we finish phase two and have 10 million done.

In conclusion, I would say this. We are potentially prepared but
we are not there yet. And until the plan is done through phase two,
we will not be there.

Finally, as with the interstate highway program and the space
program, I think the BioShield initiative is going to have all kinds
of other unintended positive benefits and I think these hearings are
a great first step along the way and I would be pleased to answer
questions. Thank you very much.

The CHAIRMAN. Thank you, Doctor.

[The prepared statement of Dr. Bicknell may be found in addi-
tional material.]

The CHAIRMAN. Dr. Abramson?

Dr. ABRAMSON. Good morning, Mr. Chairman and members of
the committee. I am Jon Abramson. I am chair of the Department
of Pediatrics at Wake Forest University School of Medicine. I am
here today in my role as chair of the Committee on Infectious Dis-
ease for the American Academy of Pediatrics. I appreciate the op-
portunity to participate in the hearing on the smallpox vaccination
program.

This committee has asked us to respond to three very important
questions. We provided written testimony and our own policy from
the American Academy of Pediatrics that you can read. Today I
will focus my remarks on the questions concerning implementation
of the president’s smallpox vaccination plana and what needs to be
done to ensure that the plan maximizes protection afforded to chil-
dren. During the allotted time I will cover three main points.

The American Academy of Pediatrics’ recommendations are
based on the information provided to us by the government that
the risk of smallpox, though not zero, is small. Should the risk as-
sessment change, then our answers to these questions may change.

No. 2, voluntary vaccination of the general public is the least sci-
entifically defensible policy, no matter what the level of risk a
smallpox attack.

No. 3, the safety and effectiveness of the various smallpox vac-
cines, particularly the recently developing tissue culture-derived
vaccine, needs to be studied in children.

The American Academy of Pediatrics believes that the general
public, particularly children, should not be offered the smallpox
vaccine at this time. This recommendation is based on weighing
the relative high rate of serious adverse events, including death,
caused by the smallpox vaccine versus the low risk of a smallpox
attack. Infants and children are particularly vulnerable to the com-
plications caused by the smallpox vaccine because of their high in-
cidence of atopic dermatitis and of immune deficiencies that have
not yet manifested or been diagnosed.

Currently the AAP favors a ring vaccination policy that includes
a plan for rapid distribution of smallpox vaccine and development
of strategies for urgent vaccination of large numbers of the popu-
lation, rather than a voluntary or mass vaccination program. How-
ever, if the risk of attack was felt to be high or an attack occurred,
then a recommendation to vaccinate everyone except those with
high-risk contraindications would make sense.
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Unfortunately, the concept of a pre-event voluntary vaccination
for the public, while appealing on the surface, makes the least
sense from a public health and scientific standpoint and in actual-
ity is a misnomer. Under a voluntary vaccination scenario, children
whose parents did not want them to get the vaccine would acciden-
tally be inoculated by those who did receive the vaccine.

It is important to point out that before 1972 when smallpox vac-
cine was routinely given to everyone who did not have a known
contraindication, approximately 25 percent of those who developed
serious side effects were those unintentionally inoculated with the
vaccine. While the use of semi-permeable dressings can reduce the
risk of spread of the vaccine virus, these dressings are unlikely to
be practical for large-scale vaccination because they are expensive,
cause allergic reactions in some people, and compliance with their
use will vary greatly. Thus, many unintentionally vaccinated chil-
dren could end up with adverse consequences from the vaccine,
some of which would be very serious, including death.

To answer the question about what needs to be done to ensure
that children are eligible to receive the smallpox vaccine, I need to
point out that recent studies have shown that the currently avail-
able licensed 30-year-old Dryvax vaccine can effectively be adminis-
tered to adults. However, no pertinent recent clinical trial has been
done or will be done to ascertain if this is true for children.

Furthermore, the new culture-derived vaccine currently being de-
veloped has never been tested in adults or children. We are aware
of planned studies of adults of this new vaccine but know of no
such planned studies in children. Children are not little adults and
their distinct physiologic responses must be studied before large
numbers of children are exposed to the vaccine.

Both the American Academy of Pediatrics and the Advisory Com-
mittee on Immunization Practices of the CDC have clearly stated
these studies need to be done in children. Congress in 1998 passed
the Food and Drug Administration Modernization Act to make sure
that children would no longer have to receive drugs that had not
previously undergone testing to assure safety and effectiveness in
children.

As a pediatrician and a father, I cannot imagine that we are will-
ing to potentially use the smallpox vaccine in greater than 70 mil-
lion children and not know that it will be safe and effective in pre-
venting disease. Nor can I imagine if a smallpox attack did occur
that we are willing to let millions of children be part of an emer-
gency experiment.

The enormous cost of the smallpox vaccination program will also
have an impact on the health of children. Public health officials
have indicated that the vaccination plan will divert public health
funds from other programs, such as routine childhood immuniza-
tion and dental clinics or worse yet, may close public health facili-
ties altogether to accommodate the cost of the smallpox initiative.
The AAP strongly urges Congress to ensure that these other vital
public health programs that protect against on-going and prevent-
able diseases are not sacrificed for a currently nonexistent disease;
that is, smallpox.

We are looking forward to continuing this dialogue with you to
assure that the appropriate research, therapeutic provisions, and
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policies are in place to protect children against the threat of bio-
logic, chemical and nuclear attack while continuing the programs
that are needed to maintain the health of our children.

Thank you and I would be happy to answer any questions.

The CHAIRMAN. Thank you.

[The prepared statement of Dr. Abramson may be found in addi-
tional material.]

The CHAIRMAN. Ms. Baker?

Ms. BAKER. Good morning, Chairman Gregg, Ranking Member
Senator Kennedy and other committee members.

My name is Martha Baker. I am a registered nurse at Jackson
Memorial Hospital in Miami, FL, one of the largest public hospitals
in this country, and I am a national co-chair of the Service Employ-
ees International Union Nurse Alliance.

As a trauma nurse I work on the front lines of medicine, provid-
ing every patient who comes through the door with the best care
possible. If a smallpox outbreak occurs I want to do no less for
someone suffering from that terrible disease. If there is a bioterror-
ism ;clhreat, healthcare workers like me want to be ready to re-
spond.

Unfortunately, the administration’s smallpox vaccination plan
lacks important safeguards and a lot of healthcare workers are
hesitant to roll up our sleeves and put the health of our patients,
our loved ones, and ourselves at risk without better support.

The prestigious Institute of Medicine has suggested better safe-
guards. The American Public Health Association has called for
compensation for vaccine victims, liability protection, and adequate
resources to safely implement the plan. The National Association
of County and City Health Officials say the lack of adequate fund-
ing for this program is diverting resources away from their efforts
to make sure we are prepared for other bioterroristic threats.

The USA Today reported last week that more than 80 hospitals
have opted out of the smallpox program. In Connecticut, as some-
one mentioned earlier, where the program was launched on Janu-
ary 24, only four healthcare workers showed up for vaccines after
workers’ concerns about the plan were unanswered. Out of 10,000
employees at my hospital, 49 people have volunteered, and that is
before screening has taken place.

Everyone agrees that this is a risky vaccine. Past experience and
recent studies have shown that out of every million people, up to
one-third may experience flu-like symptoms and need to miss few
days of work. A thousand may have serious reactions, 14 to 52 will
have life-threatening complications, and as many as one or two
may possibly die. One of the ER docs I work with had a life-threat-
ening reaction to the smallpox vaccine when she was a child; she
got the encephalitis. So it is important to everyone to remember
that these statistics are not just numbers. If we vaccinate 500,000
healthcare workers, one of us may be expected to die.

Healthcare workers across America are wrestling with the known
risks of the vaccine while knowing that the administration’s pro-
gram does not adequately protect us and our patients. The Home-
land Security Act protects the drug companies that produce the
vaccine and the hospitals who administer it from liability but if
someone gets sick as a result of the vaccine, they will be lucky to
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get a get well card from our elected leaders. I think we can do bet-
ter than that and I hope you do, too.

First, we need better screening to try and limit adverse reactions
from ever happening. For example, pregnancy and HIV are two
contraindications for this vaccine that can be easily identified but
the current civilian program does not provide for that testing. By
contrast, servicemen and women who are candidates for the small-
pox vaccine are being offered those tests free of charge.

Second, as the Institute of Medicine has recommended, we need
a more proactive approach to monitoring those vaccinated—their
patients, their coworkers, their household members—to make sure
we catch and provide medical treatment for any adverse events as
early as possible and so other workers and the public as we go into
phase two can learn from our experiences. The passive CDC sur-
veillance plan will not be effective enough.

Better screening and surveillance will reduce the cost of provid-
ing medical treatment and covering lost wages for people who are
harmed by this vaccine, which is our third concern. People with
more serious adverse reactions will need a fair compensation pro-
gram that is easily accessible, recognizes the no-fault likelihood of
injury, and covers the cost of medical care and lost income. The
Childhood Vaccine Injury Compensation Fund provides a good
model as a common-sense program that works.

Workers compensation programs will not provide an adequate
safety net. Many states won’t cover workers because the vaccine is
voluntary. It will not provide any protection at all for patients or
family members. Even those who are eligible may not get all of
their medical expenses covered and are likely, after perhaps a cou-
ple of years of fighting, to receive only a percentage of their usual
earnings.

Other concerns include protecting workers who choose not to get
vaccinated from discrimination, providing adequate resources for
State and local health departments so they can implement a safe
plan, and getting the FDA to license sheathed bifurcated needles
to deliver the vaccine safely and consistently with the Needle Stick
Safety and Prevention Act. I actually have those safe and unsafe
needles here.

We are pleased that Chairman Gregg and Majority Leader Frist
and Senator Kennedy have agreed to work together on legislation
that could address many of our issues. We had hoped that we
would not be asked to volunteer for this vaccine until better safe-
guards were already in place but now that vaccinations have start-
ed, we urgently need Congress to pass and fund legislation that
closes the gaps that several of us have referred to and put forth
the very safest plan possible.

On behalf of the Nation’s largest healthcare union I am grateful
for this opportunity to express the concerns of the front-line
healthcare workers. Thank you.

The CHAIRMAN. Thank you very much.

[The prepared statement of Ms. Baker may be found in addi-
tional material.]

The CHAIRMAN. Mr. Bush?
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Mr. BusH. Mr. Chairman, members of the committee, thank you
for the opportunity to speak today about the smallpox vaccines and
about the threat of bioterrorism.

I am Kim Bush and I am the president of Baxter BioScience Vac-
cines, a subsidiary of Baxter International. Baxter is a U.S.-based
global healthcare company that provides critical therapies for peo-
ple with life-threatening conditions.

Today Baxter has five licensed vaccines worldwide in a broad
pipeline with more than a dozen vaccines at various stages of de-
velopment. Baxter, in conjunction with Acambis, is playing a major
role in the production of 155 million doses of smallpox vaccine for
the U.S. government.

The development of a new vaccine from discovery to final li-
censed product may take as many as 10 years or more. In the case
of our current smallpox effort, this innovative public-private part-
nership has been able to dramatically compress the time frame to
meet the national security needs. This is possible because the FDA,
other government agencies and manufacturers truly did decide that
producing a new smallpox vaccine was not and could not be busi-
ness as usual.

Mr. Chairman, the willingness or the ability of the private sector
to become engaged are not barriers to the development of bio-
defense vaccines. Indeed, I believe the new BioShield legislation
may become an excellent accelerator to that engagement.

Baxter, like a number of other companies, can meet many of to-
day’s biodefense needs, like those identified in the president’s State
of the Union Address. The question is under what conditions and
with what incentives can these capabilities be optimized? And let
me share with you some issues associated with that question.

Every healthcare company, like Baxter, must make some very
difficult choices relative to which R&D projects to fund. Often vac-
cines emerge as a less appealing choice because other medical or
pharmaceutical products have longer term, more predictable mar-
ket potential. Also, growing concerns about intellectual property
protection, very serious liability issues, and the cost of meeting reg-
ulatory requirements and compliance must be considered.

Making vaccines, which involves production from living orga-
nisms, is a costly, difficult, and very complex process. In addition,
a vaccine that will be stockpiled and used only in an emergency is
not likely by itself to create a sustainable business model. The re-
alities of highly unpredictable needs, shifts in government policy
and funding, and changes in perceived threats make matters even
more challenging.

In light of this, it is critical that the Nation’s biodefense prior-
ities be more clearly stated so that industry can adapt and respond
more effectively. At the same time, we would like to see the govern-
ment proactively bring together the skills and the expertise of the
Va%cline industry necessary to assure the security of the American
public.

Enhancement of the procurement system would be beneficial.
Highly regulated procurement systems that work very well under
normal circumstances do not necessarily provide incentives or easy
to manage processes for manufacturers to provide vaccines to the
U.S. government efficiently.
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In addition, consideration might be given to enhancing the regu-
latory system such that it deals with the abnormal and the unpre-
dictable as effectively as it did with the smallpox situation. The
FDA deserves enormous credit for already initiating this process,
as exemplified by some of its newest clinical trial rules.

Mr. Chairman, Baxter believes that liability exposure is one of
the most serious impediments to new biodefense vaccine develop-
ment. There is no liability protection for vaccine manufacturers be-
yond the Homeland Security legislation for smallpox. In addition,
as has already been discussed, there is no comprehensive mecha-
nism to provide compensation to persons who may suffer an injury.

Another important need is continued adequate intellectual prop-
erty protection here and abroad. We would like to work with Con-
gress and the administration to seek ways to assist developing na-
tions in improving access to healthcare technologies but without
undermining the strong intellectual property protections that are
the engine that drives discovery.

The vaccine industry needs to be healthy and vibrant. We must
address the challenges of rising development costs, downward pric-
ing pressure, the high cost of regulatory approval and compliance,
and the constant threat of predatory lawsuits. In recent years we
have seen vaccine shortages and a continued decline in the number
of vaccine manufacturers. Today in the U.S., as was mentioned ear-
lier, there are only four major manufacturers and to our knowl-
edge, to our knowledge, there are no stand-alone manufacturers of
licensed vaccines and I think this demonstrates how difficult it is
}olbuild a sustainable business enterprise solely on a vaccine port-
olio.

In closing, we have the following recommendations for the gov-
ernment. First, establish and clearly communicate the Nation’s bio-
defense priorities and time lines. Second, establish an in-depth
working knowledge of industry capabilities to align those capabili-
ties more effectively with national interest. There was a mention
earlier of infrastructure. It might surprise you there is probably
more in place than you may be aware of. Third, enhance the pro-
curement process to embrace fast decision-making for critical bio-
defense contracts. Fourth, use the Homeland Security Act as a tem-
plate for expanding manufacturer product liability coverage. And fi-
nally, provide incentives that promote a healthy vaccine industry
by adapting existing programs to take into account the very unique
and complex nature of vaccine development and manufacturing.

As a manufacturer committed to assisting in this effort, we
would be pleased to work with this committee, others in Congress
and the relevant government agencies to ensure that vaccine devel-
opment for biodefense truly is seen as not being business as usual.

We certainly appreciate the opportunity to share our views with
you here today. Thank you.

The CHAIRMAN. Thank you, Mr. Bush.

[The prepared statement of Mr. Bush may be found in additional
material.]

The CHAIRMAN. This question is directed to Ms. Baker but I
would be interested in anybody else’s response to this. This com-
pensation issue—compensation and liability, which go hand in
hand in my opinion—is obviously at the core of getting a vaccine
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industry up and running and getting vaccines back in the market-
place and getting people to take advantage of the vaccines once
they are there.

I understand that what you are basically saying is that you want
a no-fault system where people would get recovery for loss of wages
and medical costs. Is that what you think is needed so that a per-
son, once they have shown through whatever trusts has been set
up, following State workers comp or a VIC fund model, once the
person has been identified as having an illness which is directly re-
lated to the vaccine, that that person would then have the right
under a no-fault process to receive compensation that would cover
loss of medical costs and loss of income at a reasonable rate?

Ms. BAKER. Yes. Healthcare workers, like I said, we work where
we work because we are glad to step up to the plate and help with
whatever emergencies are happening. And we actually surveyed
our members. They are nearly 100 percent ready to do it. It is
when they start looking and getting the facts that it becomes a
scary process.

We want the screening obviously to happen. That is an important
part. That will eliminate the high——

The CHAIRMAN. We all understand the screening.

Ms. BAKER. So the screening and the monitoring and the com-
pensation for loss of wages and medical care, obviously. And work-
ers comp is a battle.

The CHAIRMAN. Right, I understand. What I am more interested
in, is if we are thinking of how we would set up a system, I see
workman’s comp as a template but I am trying to get the param-
eters of what the recovery should be. If we are talking medical
costs and loss of compensation, some percentage, as long as the ill-
ness is proved to have been caused by the smallpox vaccine, that
seems to me to be a reasonable template. In exchange for that, you
limit liability, obviously.

You said, Bill, that there are a n