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(1)

THE NATION’S FLU SHOT SHORTAGE: HOW IT
HAPPENED AND WHERE WE GO FROM HERE?

FRIDAY, OCTOBER 8, 2004

HOUSE OF REPRESENTATIVES,
COMMITTEE ON GOVERNMENT REFORM,

Washington, DC.
The committee met, pursuant to notice, at 10:05 a.m., in room

2154, Rayburn House Office Building, Hon. Tom Davis (chairman
of the committee) presiding.

Present: Representatives Davis, Burton, Mica, Souder,
Blackburn, Tiberi, Burgess, Waxman, Kanjorski, Cummings,
Kucinich, Tierney, Watson, Van Hollen, Ruppersberger, Norton,
Cooper, and McCollum.

Also present: Representative DeFazio.
Staff present: Melissa Wojciak, staff director; David Marin, dep-

uty staff director; Keith Ausbrook, chief counsel; Ellen Brown, leg-
islative director and senior policy counsel; Jennifer Savavian, chief
counsel for oversight and investigations; Anne Marie Turner, coun-
sel; Drew Crockett, deputy director of communications; John
Cuaderes, senior professional staff member; Susie Schulte, profes-
sional staff member; Teresa Austin, chief clerk; Robin Butler, fi-
nancial administrator; Allyson Blandford, office manager; Corinne
Zaccagnini, chief information officer; Todd Greenwood, staff assist-
ant; Phil Barnett, minority staff director; Kristin Amerling, minor-
ity deputy chief counsel; Karen Lightfoot, minority communications
director/senior policy advisor; Anna Laitin, minority communica-
tions and policy advisor; Sarah Despres and Rosalind Parker, mi-
nority counsels; Josh Sharfstein, minority professional staff mem-
ber; Earley Green, minority chief clerk; and Jean Gosa and Teresa
Coufal, minority assistant clerks.

Chairman TOM DAVIS. Good morning. A quorum being present,
the Committee on Government Reform will come to order. I want
to welcome everybody to today’s oversight hearing regarding recent
developments in the U.S. influenza vaccine supply.

As many of you know, a major flu vaccine manufacturer an-
nounced on Tuesday it would be unable to deliver any of its flu vac-
cine to the United States. British regulators suspended the manu-
facture’s license, and held up the doses destined for the United
States because at least some of the supply was contaminated.

The loss of the Chiron flu vaccine poses a serious challenge to
the U.S. vaccines supply for the upcoming flu season. Chiron was
to export between 46 to 48 million flu shots this year to the United
States, almost half of our Nation’s supply.
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The Department of Health and Human Services had planned for
a vaccine supply of about 100 million doses this season, after a de-
mand of about 87 million doses last flu season.

Today we will examine the contributing factors that led to the se-
vere flu vaccine shortage, the public health implications of the vac-
cine shortage, and the U.S. Government and vaccine manufacturers
plan to address this problem. Our government witnesses are here
today to reassure and inform the public.

The public health implications of this development are poten-
tially enormous. Every year approximately 36,000 die and 200,000
people are hospitalized due to complications from influenza. With
a significant shortage of vaccines, the number of people who die
from or are hospitalized for influenza could increase drastically this
year.

The Center for Disease Control and Prevention issued interim
recommendations for influenza vaccinations on October 5, 2004.
They give priority for vaccination with Fluzone the primary vaccine
that remains available to the high risk population.

And nasal spray is another alternative, but there will be, at
most, 2 million doses ready for distribution this year. As a result
of the shortage, millions of healthy people and even many in the
high risk population will have to forego vaccination. We have been
telling people for years now that the flu is not something to take
lightly. It is no wonder that phones at hospitals, clinics, and doc-
tor’s offices have been ringing off the hook this week.

Vaccination clinics with shuttered doors do not inspire confidence
or trust. People want to know how this happened. They want to
know what it means for them and their families. They want to
know how are we going to make sure that it doesn’t happen again.

In the short term, coordination and cooperation between Federal,
State and local public health providers will be crucial. It will be
more important than ever to identify individuals who fall within
the high risk population, and ensure that they receive priority.

We will collectively have to grapple with the public’s understand-
able frustration and feelings of helplessness. Preparing for the an-
nual flu season highlights the importance of strong cooperation be-
tween different health agencies and private sector companies at all
levels.

However, this year’s vaccine shortage starkly underscores the
need to ensure that adequate production capabilities exist. We are
not here today to point fingers, but we go into today’s hearing al-
ready concluding that the current system is flawed.

In a committee hearing we held last February, witnesses dis-
cussed the possibility of a similar situation unfolding. The commit-
tee was concerned that Chiron did not have a manufacturing plant
located within the United States. It was theorized that should a flu
pandemic occur, the UK could nationalize Chiron’s vaccine supply,
resulting in the loss of half of the U.S. flu vaccine supply.

With only a few vaccine manufacturers producing flu vaccines
every year, we concluded then, and we reiterate today, we need to
consider what can be done to strengthen the market and increase
production capabilities.

The current vaccine shortage begs the question: Do we need new
mechanisms, new incentives to guarantee that an adequate number
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of safe and effective flu vaccines are produced and delivered annu-
ally?

Questions continue to mount, and hopefully today some will be
answered. Why did both Chiron and U.S. officials anticipate that
only 4 to 8 million doses would be lost? Why did they not know be-
fore Tuesday that a license suspension was possible? Are any of the
Chiron doses salvageable?

Our witnesses today will discuss the factors contributing to the
flu vaccine shortage, how the Government and vaccine manufactur-
ers will respond to and manage this crisis, and the steps that must
be taken to be prepared for next year’s flu season.

I know we all share the same goal at the end of the day, a public
health system prepared to deal with the annual influenza season.
We have a great selection of witnesses today, and I would like to
thank all of them for appearing before the committee, and I look
forward to your testimony. I now yield to Mr. Waxman for an open-
ing statement.

[The prepared statement of Chairman Tom Davis follows:]
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Mr. WAXMAN. Thank you.
Chairman TOM DAVIS. Let me just start—I know Mr. DeFazio is

here from another committee. I would ask unanimous consent that
he would be allowed to participate. Without objection, so ordered.

Mr. WAXMAN. Well, thank you, Chairman Davis, for calling this
hearing on a critical flu vaccine shortage facing the United States.
Three days ago, one of the two major companies providing vaccines
in this country announced it would not ship any flu vaccines this
year.

Just weeks before the start of the flu season, it appears we have
lost half of our vaccine supply. As a result, an estimated 40 million
Americans who would otherwise have been protected against the
flu will not. One key question is how this all could have happened?

In late August, the flu vaccine manufacturer, Chiron, which has
a manufacturing facility in Great Britain announced that there
were potential contamination problems with several million doses
of the vaccine. The company began working with the Food and
Drug Administration and British regulators to identify the prob-
lem, and to ensure the safety of the remaining lot of vaccines.

While the company was assuring the public that the problem was
under control, and while FDA was reviewing the company’s inves-
tigation, British regulators sent a team of inspectors that shut the
plant down.

The British Government immediately announced that it had al-
ready purchased a back-up supply of vaccine, it nearly completely
offset its reliance on Chiron. In the United States, public health of-
ficials appeared to have been taken completely by surprise. After
the public announcement, senior FDA officials flew to Britain to de-
termine whether any of Chiron’s vaccines could be usable this year.

A second key question is, what can be done to ensure that the
highest risk individuals are vaccinated? The CDC responded in-
stantly to the crisis by issuing new flu vaccine recommendations
with priorities for vaccination. But following those recommenda-
tions will be an enormous challenge. Some hospitals, clinics, doc-
tors offices and State public health departments are scheduled to
receive their full order from Aventis, the only major flu vaccine
supplier left this year.

Other hospitals, clinics, doctors offices, and public health depart-
ments are left entirely without the vaccine. It is important to dis-
cuss what role the public sector can play in overcoming these dis-
parities. While this hearing will, by necessity, focus on the current
situation, I hope we can also find time to discuss a third key ques-
tion, how can we shore up our fragile public health care system?

For 5 years we have seen a series of experts reports calling at-
tention to major deficits in vaccine supply for both children and
adults. In February, our committee heard testimony about the ur-
gent need to improve flu vaccine supply and planning. And just last
week, the Government Accountability Office testified before the
Senate that ‘‘there is no mechanism in place to ensure distribution
of flu vaccine to high risk individuals before others when the vac-
cines is in short supply.’’

This raises the question of what more can be done to better pre-
pare for possible vaccine delays and shortages in the future? It is
long past time for Congress to pay attention to these calls for ac-
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tion. In May, Chairman Davis and I asked the Appropriations
Committee to restore cuts and enhance public health funding in
the President’s budget. Even this minimal request was not granted.

I am very pleased that our Nation’s leading public health officials
and other distinguished witnesses have taken the time to testify
this morning. We are all indebted to your efforts and eager to hear
your testimony. Thank you.

Chairman TOM DAVIS. Thank you very much.
[The prepared statement of Hon. Henry A. Waxman follows:]
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Chairman TOM DAVIS. Any other opening statements?
Mr. Mica.
Mr. MICA. Thank you, Mr. Chairman. I have taken a personal in-

terest in this since I came to Congress. It is nice to talk about some
of the effects of, say, vaccine or vaccination that went bad. My
uncle, who has passed away, probably partly from a broken heart,
he had two children who were vaccinated and they had adverse re-
action.

And both of them went into convulsions. And at the time they
didn’t know, but both of them were brain damaged. Both of them
are still alive, but they require constant care, and none of them
have lived normal lives. So it is something that our family has
dealt with. My brother, when he came to Congress, Dan Mica,
worked on the Vaccine Compensation Fund, I think, with Mr. Wax-
man and Mr. Burton and others who were here.

And I took an interest and have tried several times to amend the
fund so that it would be more effective. And, unfortunately, some
folks walked away from revising that. But, how did we get here,
with the United States basically relying on vaccines, flu vaccines
and other vaccines, to other country’s manufacturing?

The number of vaccine manufacturers in the United States has
dropped from 20 to only 3 in the past 15 years, largely as a result
of lawsuits filed on behalf of supposed victims. Now, everyone
has—can have an adverse reaction. I have some of my pills here
that I take. Some people actually can have an adverse reaction to
aspirin. And some people actually can die from these, and do die
from these.

But, one of the major problems is that we haven’t dealt with the
liability question. So we forced the manufacturer overseas or some
place else for the large part. You know, they blame the insurance
industry, but the insurance industry won’t even cover liability in
these cases. We blame the drug manufacturers. And they won’t
manufacture here. Doesn’t somebody get it?

Go on the Web and look at—try to get a little information on vac-
cines. Pull up the Web. And this is offensive. The first thing that
comes up is a law firm, vaccine injury. Sue. Sue. Sue. So what the
hell do you get? Nothing.

So we have senior citizens and others put at risk, young and oth-
ers, because this Congress and others won’t change the law. I will
tell you, it really—it is really sad that—and if it was just medicine,
we are outsourcing the whole production of manufacturing. I come
from the business sector. Most of the business people here in Con-
gress don’t have a clue as to how business operates. But it actually
operates by making a profit and being able to exist without law-
suits, overly regulated and without oppressive taxation.

So we have run them all off, whether it is—you know, we don’t
even produce any ladders in the United States. Vaccines and lad-
ders. Why? Because of the field day we have created for trial attor-
neys. So I am pretty bitter about it. This should have been changed
a long time ago. We should have changed the liability laws, and we
should have changed the vaccine compensation fund so that it
works, and it does provide compensation.

Mr. Chairman, I yield back the balance of my time.
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Chairman TOM DAVIS. Thank you. Any other Members wish to
make opening statements.

Ms. Watson.
Ms. WATSON. Thank you, Mr. Chairman, for conveying this hear-

ing so quickly. This is a very disturbing development. And it is
very essential to have sufficient doses of flu vaccine available for
millions of Americans that are at risk for complications due to the
flu.

The number of anticipated doses falls far short of the CDC’s goal
of vaccinating at least 85 million people this year. The CDC guide-
lines to ration the vaccine to high risk adults, children between 6
and 23 months of age, health care workers and the elderly is an
appropriate response.

I have concerns about what this means for our national bioterror
response system. Yes, I know it is somewhat of a separate issue,
but it can get—or we can get so caught off guard with distributing
flu vaccines, and are we at risk for similar problems with emer-
gency distributions of antibiotics or vaccines, or anthrax or small
pox? I hope the witnesses can address this point.

In dealing with this crisis, we must make sure mercury, listed
as Thimerasol in vaccines is removed from the dosages of young
children. On September 28, 2004, our Governor in California, Gov-
ernor Arnold Schwarzenegger signed a bill sharply restrict the
mercury content in vaccines for women and babies.

Mercury is a known neurotoxic substance. Mercury inhibits brain
function among other detrimental effects. Children between the
ages of 6 and 23 months should not be subject to a substance that
we would close down and—that we would close down a high school
for 1 week after spilling a few of the grams.

Manufacturers in the last few years have voluntarily eliminated
Thimerosal or reduced it to trace elements. The only exception is
Aventis Pasteur, who is the sole supplier of flu innoculations for
children under 2 years old. Vaccination is an important health pol-
icy for our society. And we have the ability to vaccinate without
mercury used as a preservative.

In signing the message, Governor Schwarzenegger noted that the
U.S. Food and Drug Administration and the American Academy of
Pediatrics recommended the removal of Thimerosal from childhood
vaccines in 1999. So we have a combination of issues here, Mr.
Chairman, and we must get to the bottom.

I feel that here in our own country, we must support the re-
search on inoculations and vaccinations and the elements that
make these potent medicines, and we must see, as a policy body,
that we contribute the necessary resources so that we can develop
our own vaccinations without the harmful ingredients that we feel
are present at the current time. Thank you so much.

Chairman TOM DAVIS. Ms. Watson, thank you very much.
Dr. Burgess, did you have any comment.
Mr. BURGESS. Thank you, Mr. Chairman. I will be very brief, be-

cause I do want to hear what our witnesses have to say this morn-
ing. And I do thank you for conveying this hearing. I thank the
witnesses for coming together so quickly.

Mr. Mica made the plea about reforming liability as it reflects
our vaccine manufacture in this country, and I just couldn’t agree
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more. I think his point was extremely important. We forget in this
country, the success of vaccine preventable disease. We don’t see
diseases any longer that in my father’s and grandfather’s genera-
tion used to affect hundreds of thousands of children and adults in
this country.

When I graduated from medical school in 1977, the year before,
we all gathered around a hospital room in Houston because there
was a child with diphtheria, and no one had seen diphtheria for so
long, and everyone wanted to make sure that this class of medical
students at least saw one case of diphtheria before they graduated.

It is a tremendous success story that you all have, and a story
that is not often told. We get distracted by words such as
outsourcing and Thimerosal. I urge this panel, though, to come to
some conclusion about what we can do to alert the liability struc-
ture in this country so that we are not driving these manufacturing
jobs offshore, and so that we are not tarnishing the good reputation
that what vaccines have done for this country and what life—how
much better life is without vaccine preventible diseases in our
midst.

Thank you, Mr. Chairman.
Chairman TOM DAVIS. Thank you very much. Any other Mem-

bers wish to make opening statements? Ms. Norton.
Ms. NORTON. First, Mr. Chairman, I know we are near the end

of this term, but I want to thank you and commend you for not let-
ting us go home without looking into this matter, because I think
all over the country there is a serious concern about—we see it in
our own region, the region you and I live in, about entire parts of
the region whose supply comes from this particular provider, and
therefore who have no supply.

First, I want to say it is—I regard this as kind of a test or trial
run. Ms. Watson spoke about bioterrorism. It ought to tell us that
the failure to have a back-up plan for vaccines or medicines that
can mean the lives of the American people simply must be allowed
to happen again. It seems to me that it is much more serious when
it happens with regard to the flu vaccine, because it is more likely
that flu will take tens of thousands of lives whereas a bioterrorism
attack would probably be contained maybe even to a small facility,
who knows?

So I certainly hope this is a shot across our bow. For years there
have been difficulties of one kind or the other with respect to the
flu vaccine. I simply want to raise two points. One is the point of
science. I look at the science. I will be interested to know when—
how what we have done in the development of this science, where
we identify the virus, apparently it has to be identified pretty late,
here it was identified in the late winter or early spring.

But then we grow the strains in chicken eggs. The first thing
that occurs to a nonscientist to me is by now shouldn’t we have
some alternative environment that allows us to grow the strains
more quickly, especially this country, which has done, I must say,
things that seem to me to be far more miraculous than what I have
just asked.

Second, the notion of such a major provider, such a major pro-
vider of an insensible vaccine being offshore. Now, if there are li-
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ability concerns, we need to bring those out. I think there may be
other concerns as well.

But, there has been a lot of talk about jobs offshore, or
outsourcing, the economic concerns that outsourcing raises. But,
there has been almost no concern, no talk about what happens
when you outsource a major medicine or vaccine that is indispen-
sable to the American people. And I think that this crisis forces us
to face it.

We raise it at the end of the session. I think it gives us time to
follow it through and see whether we have made any movement as
the new session begins. A third concern is how in the world this
plant, this operation, passed FDA inspection in 2003, and yet the
British have to shut down the place. I don’t understand the dif-
ference between the regulators in both places. And my fourth con-
cern is apparently the total absence of a back-up plan. Everybody
knows that tens of thousands of people will die without the vaccine.

Everybody knows that half the supply was offshore, and here we
are sitting here wondering what are we going to do with no backup
plan? This is inexcusable and I think we have to begin to bring for-
ward something that, one, gives us an explanation, and two gives
us a road map to a solution in the future.

Chairman TOM DAVIS. Thank you. Any other Members wish to
make opening statements? We will proceed then to our panel. I am
very pleased to have a distinguished panel. We have Dr. Julie
Gerberding, the Director of the CDC. Dr. Anthony Fauci, the Direc-
tor of the National Institute of Allergy and Infectious Diseases, and
Dr. Lester Crawford, Acting Commissioner of the Food and Drug
Administration here to discuss efforts being taken at the Federal
level to respond to the flu vaccine shortage.

They will also describe coordination efforts with State and local
authorities to manage this crisis. As you know, it is our commit-
tee’s policy that we swear you in. So if you just rise with me and
raise your right hands.

[Witnesses sworn.]
Chairman TOM DAVIS. Thank you very much. I think you know

the rules. There will be a light on in front of you. It will be green
when you start. When it turns orange that means you are at the
4 minute mark. Red, it is your 5 minute mark.

We want you to make sure you say everything you want to say,
but your entire written testimony is in the record, and we have
read that and the questions will be based on that.

So we are just very pleased and honored that you could make
time to be here with us today. This is an important and serious cri-
sis. And we know you are working on it.

Dr. Gerberding, we will start with you. And thanks for being
with us.
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STATEMENTS OF DR. JULIE L. GERBERDING, DIRECTOR, CEN-
TERS FOR DISEASE CONTROL AND PREVENTION; DR. AN-
THONY S. FAUCI, DIRECTOR, NATIONAL INSTITUTE OF AL-
LERGY AND INFECTIOUS DISEASES; AND DR. LESTER M.
CRAWFORD, ACTING COMMISSIONER, FOOD AND DRUG AD-
MINISTRATION
Dr. GERBERDING. Thank you, Chairman Davis, Mr. Waxman, and

the committee. We are very happy to be here to give you an update
on the current flu situation.

On Tuesday morning, I was unhappily awakened by the CEO of
Chiron to notify me that we were losing 50 percent of our flu sup-
ply this year, just as I was preparing to testify in front of a dif-
ferent House committee. So this has been certainly the top chal-
lenge that the CDC is facing this week.

While we were disappointed to learn this news, we were not en-
tirely unprepared. We have been concerned about vaccine shortages
for years. We knew in August that there may be a delay in ship-
ping some doses from this manufacturer, and we are looking at
avian influenza throughout Western Asia.

So the Department has been aggressive in developing the pan-
demic flu plan. Secretary Thompson and the administration re-
quested for fiscal years 2004 and 2005 $100 million to expand our
vaccine supply capability and modernize our vaccine supply capa-
bility, Congress provided $50 million this year, and we hope you
will support the full $100 million in fiscal year 2005.

We also have initiated, for the first time ever, a stockpile for flu
vaccines for children. We have 21⁄2 million doses in that stockpile.
We are procuring at least 2 million more doses from Aventis. We
also have a stockpile of antiviral treatment, and are hoping to ex-
pand that stockpile eminently.

Within hours of the announcement, the Secretary conferred with
all of the vaccine manufacturer CEOs, and the Secretary an-
nounced the new recommendations from the immunization advi-
sory committee. These advisory recommendations had actually
been developed by the CDC as a back-up plan for vaccine prepared-
ness when we learned that we may have a shortage this year. So
we had undertaken a contingency planning effort at the CDC just
in case we ended up in this situation.

Within hours, we also had a press conference, we communicated
to our health alert system to more than 90,000 clinicians and 88
partner organizations who resubmitted the information to their
membership, so we were able to reach hundred of thousands of cli-
nicians in just a matter of minutes, in part because of the invest-
ments bioterrorism preparedness.

Within the first 48 hours, the FDA was dispatched to the UK,
as you have already mentioned. We have had several more press
briefings, conducted media tours, stood up our clinician hotline and
done everything we can to try to communicate the priorities for im-
munization under this new constraint supply situation.

Let me just describe the next steps that we will be taking. First
and foremost, we will continue our traditional efforts to monitor flu
activity in the United States, so that we know where the hot spots
are emerging and we can use that as part of our prioritization ef-
forts. In addition, we are working with the State and local health
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officers through ASHTO and NASHO to assess the current supply
of vaccine in individual counties as well as the estimated demand
for vaccines in those counties.

Third, I am working with my colleagues at the CDC and the De-
partment with the CEO of Aventis Pasteur to develop a distribu-
tion plan for the doses of vaccine that have not yet been distrib-
uted. I must say that we have had absolutely extraordinary co-
operation from Aventis Pasteur as well as Chiron, who has let us
know who their high priority recipients are, the people that they
had contracted with who were serving the highest priority popu-
lations.

Unfortunately, for the flu vaccine, the government only procures
about 10 percent of the total supply, so we have very little inde-
pendent capacity to modify distribution, and this voluntary effort
is something that we are very grateful for.

We are also, as I mentioned, taking steps to expand the stock-
pile, and also to expand our capacity to treat and prophalax people
with antiretroviral—with antiviral therapy. And, finally, we are
asking Americans and clinicians across the country to collaborate
with us in this effort. This is really a tough time. There are going
to be many frustrated people. Not all people who need flu vaccines
are going to be able to get it.

And we are going to have to work together to do the very best
we can to match the supply that we do have with the demand
among the people who are the most vulnerable to the serious com-
plications of flu.

And I really thank you, but I also hope that this committee and
Congress would regard this as a call to action. The situation has
gone on far too long. We continue to have a completely fragile vac-
cine production capability in this country, and it is getting more
and more fragile every year. So we need to work together in a bi-
partisan way with the administration and Congress and really take
the appropriate steps to protect all Americans who are at risk for
vaccine preventable diseases. Thank you.

Chairman TOM DAVIS. Thank you very much.
Dr. Fauci.
Dr. FAUCI. Thank you, Mr. Chairman, for calling this hearing.

And, Mr. Chairman, members of the committee, thank you for giv-
ing me the opportunity to testify before you today. I am going to
spend a few minutes talking about the role of the research compo-
nent of the Department of Health and Human Services, in this case
the NIH, in the vaccine development process, but also in address-
ing some of the problematic issues that we face today with the re-
cent events that have occurred over the past couple of days.

If you look over at these posters, this is just a schematic diagram
of the role of the research endeavor in influenza vaccine develop-
ment. All of the way to the left is where the academic and NIH
community generally concentrates their effort in concept develop-
ment and early basic research that feeds into and informs the pro-
duction and development of vaccines that are done in very strong
partnership with industry.

So of all of the endeavors that we engage upon, industry, aca-
demic, and government collaboration is not only important, it is es-
sential to the ultimate endeavor. So what I am going to talk about
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is some of the research endeavors that have occurred and how
hopefully this will help us getting to where we want to go.

To give you an idea of the depth of the commitment to vaccine
research, this is the budget of my institute, the Infectious Diseases
Institute, which in 2004 was $4.3 billion. As can you see, a full 27
percent of all of our resources are directed at vaccine research to
the tune of about $1.2 billion. What do we do with that? This post-
er designates schematically some of the issues that we address di-
rectly. We do a bit, a little bit of surveillance in epidemiology. The
bulk of this is done extraordinarily well by the CDC.

We fundamentally concentrate on basic research, and the re-
search capacity, to allow us to get to the end game of where we are
going, which in this case is diagnostics, therapeutics and vaccines.
Just a moment on therapeutics, because we are not specifically
talking about that at this hearing, but it is an important compo-
nent of the armamentarium, the development of new and better
drugs to be used as antivirals in influenza.

But the question that was asked by at least a couple of Members
of the question, particularly Ms. Norton when she asked about
what we can do about going from the antiquated techniques that
we have, there are two among several, but two very important com-
ponents in vaccine development. One of them is isolating the virus
that you are going to be dealing with, providing a seed virus for
a pilot lot to start the production.

That was generally done in a way that was reliable, but in some
respects unpredictable. If you look at the blue virus, that is a tried
and true virus that we use all of the time in developing vaccines.
If this were the virus in question, that we were looking to make
a vaccine against, you put these together, and you hope that over
a period of time, weeks or possibly months, but hopefully weeks,
it would reassort and recombine to give you the genes expressed of
what you want in this one with the other genes here.

New techniques developed by NIH grantees called reverse genet-
ics allows us now to take the unpredictability out of this, by genetic
manipulation, taking the genes directly from one of these viruses,
and taking the genes directly here, put them a carrier component
called a plasmid, and directly inserting them into the cell line that
you want to make that seed virus in.

That is one thing that will take away some of the unpredict-
ability. Importantly, the production has relied, and I think with
good results over the years, on egg-based culture systems to grow
the virus to make the vaccine. The difficulty with that is that it
takes a lot of startup time. Chickens to eggs, eggs are there, you
inject the virus in, you make it grow. And it really is cyclic. It is
not something that generally grows year round.

We need to gradually move away from that, improve the effi-
ciency of a cell-based culture in which you have more direct control
over. If we had that as the major component of influenza, we would
have much more flexibility, speed and dependability.

In fact, on this next slide, this shows the potential advantages
of where we want to go with cell culture-based influenza vaccine.
It is faster production, it allows a rapid response to the discovery
of new and evolving flu strains. It requires less manufacturing
space, and this is important, it circumvents possible problems that

VerDate 11-MAY-2000 12:20 Dec 07, 2004 Jkt 000000 PO 00000 Frm 00022 Fmt 6633 Sfmt 6633 D:\DOCS\96948.TXT HGOVREF1 PsN: HGOVREF1



19

are presented by highly virulent flu strains such as those that are
lethal to chicken embryos and it is tolerated by people with egg al-
lergies.

And on this final poster, it shows what we have been doing in
the enormous increase over the past couple of years in our influ-
enza research funding, particularly gauged not only at the possibil-
ity of the evolution of pandemic flu, but also understanding, as we
have heard Dr. Berberding allude to, the fragility of the system
that we and many components of the Department would like to ad-
dress.

And hopefully the research component of this will contribute to
the speed, the flexibility and the dependability of the process of in-
fluenza vaccine development, to allow us to respond better and to
anticipate problems such as we are facing today. Thank you, Mr.
Chairman.

[The information referred to follows:]
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Chairman TOM DAVIS. Thank you very much.
Dr. Crawford.
Dr. CRAWFORD. Thank you very much, Mr. Chairman. I want to

assure the members of the committee and the American public that
the FDA is very serious about its vaccine safety responsibilities.

Influenza vaccine is unique in that the active vaccine ingredients
change almost every year, which as a result, present new manufac-
turing challenges. These viruses are continually evolving or mutat-
ing, and the recommendations for which viruses to include in the
vaccine are based on the surveillance data provided from labora-
tories worldwide.

Early each year, public health experts evaluate the data to deter-
mine the strains of virus to include in the influenza virus vaccine
administered in the fall. For this reason, it is impossible to stock-
pile influenza vaccine for use in future years, when there may be
a shortage due to manufacturing issues.

The FDA works closely with manufacturers to facilitate the rapid
production of influenza vaccine each year. As soon as the strains
are recommended, manufacturers begin to grow the virus strains in
fertile hen’s eggs. These seed strains used by each manufacturer
are tested by FDA’s Center for Biologics Evaluation and Research
[CBER], to ensure that they are the same as the recommended
strains and to assure the safety and effectiveness of the vaccines.

Then, manufacturers submit the results of their testing along
with sample vials from each lot for lot release by CBER. Lot re-
lease consists of a review by CBER of the manufacturer’s test re-
sults for each bulk lot of the vaccine.

Finally, manufacturers and CBER perform additional testing
prior to distribution to assure the safety and efficacy of these prod-
ucts. FDA inspected Chiron’s manufacturing facility in 1999, 2001,
and 2003. As is the case with most FDA inspections, FDA inves-
tigators identified compliance issues at each inspection.

Chiron’s corrective measures in response to these deficiencies
were reviewed by FDA and found to be adequate. On August 25,
2004, the company informed FDA that they had discovered bac-
terial contamination in eight lots of the final vaccine product, and
that Chiron was thoroughly investigating the problem. Chiron was
holding all vaccine lots during its investigation, and did not release
any of the product.

Throughout September, FDA, CDC and Chiron had weekly con-
ference calls to discuss the status of the investigation. Chiron in-
formed the FDA that they had identified the cause of the contami-
nation, and it was limited to specific lots.

The company indicated to FDA that there was no evidence that
any other lots were affected. But, nonetheless, they were retesting
all final lots. Chiron later informed FDA that results of the testing
were negative. The company indicated that they were going to sub-
mit their final report on the investigation this week, and a call was
scheduled for Tuesday.

The FDA had no knowledge of the British decision to suspend
the firm’s UK license to manufacture flu vaccine prior to being in-
formed by the relevant agency from the UK this week.

Dr. Jessie Goodwin, director of CBER and a team of senior sci-
entific and compliance officials, met with FDA’s counterpart yester-
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day in the UK to gain further understanding of their action. Today,
they are meeting with Chiron officials onsite in England and will
begin an inspection of the company’s manufacturing facility over
the weekend. During that inspection they will be joined by two sen-
ior inspection officials from the UK.

Clearly, the loss of this vaccine poses a serious challenge. How-
ever, it is important to remember that we have faced influenza
shortages in the past. We work with our HHS colleagues, health
officials and manufacturers on how to best use the limited supply.
For example, Aventis Pasteur has indicated to the FDA that they
will provide an additional 1 million doses, increasing their total
number of available doses to 55.4 million.

Nonetheless, this is still well below last year’s supply of 87 mil-
lion doses. We are encouraging people to take advantage of the
MedImmune FluMist vaccine. FluMist is recommended for healthy
individuals, 5 to 49 years of age, and therefore provides an option
for those who would not receive vaccine under CDC’s priority vac-
cine guidelines.

MedImmune anticipates having 1 to 2 million doses of FluMist
available this year. Now, in the future, we must create more effi-
cient ways to produce flu vaccine so we can better deal with short-
ages or unexpected problems.

Each of the past two budgets, the Department has requested
$100 million to shift vaccine development to new cell-culture tech-
nologies, as well as to provide for year-round availability of eggs for
egg-based vaccines. We received 50 million in the fiscal year 2004
budget for this activity, and urge Congress to fully fund $100 mil-
lion request in the fiscal year 2005 budget.

FDA has also been investing its energy and resources in impor-
tant initiatives such as the current good manufacturing practices
for the 21st century, known as the CGMP Initiative, and the Criti-
cal Path Initiative.

These activities will also help increase the availability of vaccines
and other medical products. It is imperative that we invest in the
more efficient, reliable and modern method for producing influenza
vaccines. With adequate supply and widespread immunization, the
morbidity and mortality from influenza can be markedly reduced.
Once again, I thank you for having me here today. I look forward
to the rest of the hearing.

Chairman TOM DAVIS. Well, thank you all very much. We may
be expecting votes in the 11 o’clock timeframe, which gives us
about 25 minutes, about 5 rounds here. I am going start, Dr.
Gerberding.

Virginia, Maryland and the District of Columbia were all heavily
dependent on Chiron to supply vaccines for the public sector. Is the
CDC exploring the option of acquiring the undelivered Aventis
Fluzone doses, which I think is about 20 million, and then distrib-
uting it to States that contracted solely with Chiron?

Dr. GERBERDING. Thank you. The CDC is working with Aventis
to look at the undistributed doses of vaccine. Of those, certain
doses are considered to be very high priority, for example, those
needed for force protection or for populations that we know are ex-
tremely high risk, and so Aventis will be certainly honoring their
contracts in that regard.
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A small number of doses have not been sold. CDC is hoping to
purchase those. We will work with Aventis to ensure that they are
used in the highest priority areas. Then there are doses in the mid-
dle, some of which go to high priority populations such as nursing
homes. We are also working with Chiron, because we have gotten
the information about where the unmet high priority contacts are.

Right now, it appears that we will be able to honor all public sec-
tor requests for vaccine purchase. I don’t want to commit to that
today, but it looks very promising. And we will be announcing the
overall supply plan soon, after we are sure that we have accounted
for the parts of the geographic distribution that are most vulner-
able right now.

This is not going to be perfect. And we are still going to have to
rely on prioritization. When we issued the guidelines this week, we
were very careful to refer to them as interim guidelines, knowing
as we got more information about where the demand is, where the
supply is, and where the flu is, we may have to even make those
recommendations more or less stringent.

Chairman TOM DAVIS. The priorities right now, would be as you
would rank them. Seniors? HIV?

Dr. GERBERDING. People who are 65 years of age and older, are
at the very highest risk for hospitalization and death due to flu. So
they are the highest priority. Children between the ages of 6
months and 23 months are also a high priority, because they have
a disproportionate hospitalization rate, and are at some risk of
death.

Anybody with an underlying medical condition is at risk, so they
are included in the prioritization risk. And then there are people
who are caretakers of individuals in those other groups. So because
they might spread flu to somebody else, they are included in the
priority list right now.

Most of those people are well, and some of them certainly could
qualify for FluMist. So we would like to emphasize the comment
about using FluMist for those people who are otherwise healthy
and between the ages of 5 and 49.

Chairman TOM DAVIS. Dr. Fauci, I have heard someone suggest
that, because of the shortage, the possibility of diluting the vaccine
doses in order to double the supply. Is that a possibility, or would
there be a need or clinical trials beforehand?

Dr. FAUCI. Well, that is based on a study that was performed
through NIH funding at six institutions throughout the country
from the 2000–2001 vaccine trivalent vaccine. What it did was look
at 1,000 individuals and give half of them a half a dose and the
other half a full dose. And it was found that although the full dose
gave more of a measurable response that you would correlate with
protection, there was not substantial different, suggesting that in
time of dire need, you might be able to do that.

These data are available. The NIH, as of a couple of days ago,
submitted it to the FDA, and it is something that at least needs
to be considered. There is certainly no decision or no promise that
we can be able to do that. But, depending upon how things unfold,
it is something that we will at least have on the table to look at.
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And this importantly could only be used in individuals who are
the healthy adults, because the study was done in that group of in-
dividuals.

Chairman TOM DAVIS. Dr. Crawford, I understand FDA currently
has a team of scientists and researchers in Liverpool meeting with
Chiron. We appreciate your proactivity there. Do you think any of
the Chiron Fluviron doses are salvageable? And legally what can
you do, because I understand there are already some doses in the
United States?

Dr. CRAWFORD. It is not possible to say if any of them are sal-
vageable at this point. The inspection of the facility itself and the
examinations that would be attendant upon that sort of conclusion
will begin tomorrow.

The meetings with the Chiron officials are going well, as they did
with the MHRA people yesterday. But, I have to present to you a
pessimistic point of view of whether or not we can clear any of
these. As you know they are contaminated with a bacterium, in the
gram negative range, and it is not clear to me whether or not we
can or not. I would like to be able to say that there is some opti-
mism. There is the possibility that we will consider this on a risk-
based evaluation.

Chairman TOM DAVIS. My time is up, but just before I ask—I
want to just ask one last question. What steps are we taking with
Chiron to make sure that they are going to be able to produce vac-
cines next year? Because right now they are under suspension.

Dr. CRAWFORD. Yes. We are meeting with the MHRA, and they
have pledged to work with us. That is the regulatory counterpart
in the UK. And so I think together they are on the ground, and
we are also on the ground. And I think we can work with them to
bring them forward.

Frankly, we will have to provide some technical service, as we
often do, to vaccine manufacturers. And I would be optimistic about
that prospect. What I am concerned about, is that these kinds of
events often result in a further consolidation of the industry, the
lack of competition in that industry is something that we have tes-
tified about before. But that worries me a great deal.

Chairman TOM DAVIS. Thank you.
Mr. Waxman.
Mr. WAXMAN. Thank you, Mr. Chairman. Evidently in August,

we had some idea that there was a contamination possible to the
supply from Chiron that was the vaccine that was being produced
in Great Britain. And the British knew about it. And they went out
and made arrangements immediately to make sure they had a full
supply for their needs.

Obviously their needs are less than ours, and, second, they have
other companies they can go to other than the two that we have
to rely on.

Dr. Gerberding, our system is so fragile, and contingency plan-
ning is so important. What happened in August when you first
heard about the possible shortage? What actions did CDC take?

Dr. GERBERDING. The initial contingency plan was to assume the
worse case scenario, that we wouldn’t get vaccine from Chiron, and
then identify what is the most restricted number of people who
must get vaccines. And that is about 50 million people, based not
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only on the numbers in the high risk groups but also on patterns
of requests for vaccination that we have observed in previous years.

So, for example, in 2002, through our national health interview
survey, we recognized that of the people who should have been re-
ceiving vaccines, what proportion actually were vaccinated. And we
could extrapolate that into the current year, and make a guess at
how many people were likely to request vaccines if these patterns
held up.

That was about 50 million people, give or take several million,
depending on the demand and the severity of the flu season. So
that was the first step. It is also very important to remember that
by August, vaccine was already under contract. We only have ac-
cess to about 10 percent of the total supply, and we have procured
what we could for the stockpile, with the $40 million appropriation
that we had to do that. So we had no flexibility to go to a different
manufacturer and buy vaccine, because they had already sold it.

Mr. WAXMAN. Now, Chiron—I mean, Aventis, which is now the
only company that is supplying this vaccine, has its own contracts.
They have contracts with clinics, but they also have contracts with
the private sector.

Do you know, and more importantly, do the State and local peo-
ple that run the vaccine programs know to whom they are selling
the vaccine, to whom they have already delivered it, and whether
there can be some redirection either of the existing supply that has
already been distributed or that part of the supply that has yet to
be distributed so that you can make a determination that the
prioritization schedule is going to be met?

Dr. GERBERDING. The vaccine manufacturers consider that infor-
mation proprietary and we have no legal authorization to demand
it. However, we have been able to develop an arrangement with
Aventis Pasteur where we are getting that information to the coun-
ty level, which I think is a very reasonable approach, so that the
county health officers or the local health officers, the State health
officers can see how, for our population, we have a very large im-
balance or we are doing OK or no shortages are reported.

We are hoping that will help us map out the patterns that we
need to address with the reallocation of the remaining doses. And
I think it is commendable that we are even talking about a manu-
facturer being willing to deflect some doses of vaccine from people
who are expecting to receive it, to meet the highest priority de-
mand.

So this is voluntary, it is very difficult, there is no mapping of
vaccine supply authority in this country. But, we will do the best
we can.

Mr. WAXMAN. Is there any mapping or knowledge within the
county of who has the vaccine and who does not?

Dr. GERBERDING. The county health officials, as well as State
health officials, have been surveying their members. The first sur-
vey to come out of the National Association of City and County
Health Officers indicates that all of the jurisdictions are making an
attempt to map availability within their jurisdiction, and they are
certainly able to know what they have in the public sector.

But some private sector participants are not willing to disclose
the amount of vaccine they have. We sense that there is probably
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some hoarding going on, and people are waiting to make sure that
their patients or their customers are served first.

Mr. WAXMAN. You could ask Aventis to give you that informa-
tion. They don’t have to, but you could ask for it, couldn’t you?

Dr. GERBERDING. We have asked for it. And the one caveat is
that some of the vaccine is purchased, for example, by a large drug-
store, and then they redistribute it across the United States. So we
don’t have a one-to-one mapping of exactly where the doses of vac-
cine are.

Mr. WAXMAN. Dr. Crawford, in August Chiron announced several
million doses of its flu vaccine might have been contaminated by
bacteria. The British regulators immediately sent out an inspection
team to review the manufacturing standards at the facility. FDA
did not.

Was FDA aware that this extensive review by British regulators
was going on? And why did FDA not conduct its own investigation
of the facility, and is there a communication between the British
equivalent of the FDA with you so that you know what they are
up to and you can communicate freely and respond?

Dr. CRAWFORD. Actually, when those conclusions were reached
we did have inspectors in the plant from the United States. They
were in Liverpool at the time on August 25. And they did review
the records. It looked like at that point, the maximum number of
lots that might be turned down were something less than 10 per-
cent.

We arranged, in cooperation with the Centers for Disease Control
a weekly conference call to see what progress they were making.
The United Kingdom did the same thing. And so what happened
is, is that we obviously hoped for the best. It was too late on Au-
gust 25 to start a new cycle of vaccine production, because that is
a 6-month enterprise as we mentioned earlier.

But we hoped for the best. We gave them all we could in terms
of help, as did the British. And I think it is fair to say that our
final conference call with them where we would reached a go-or-no-
go decision was on the same day that the British announced, the
time differential made us a few hours behind. I was in a meeting
in Geneva with one of the officials of the MHRA who told me about
this situation very early in the morning. And also revealed that
they would be—they would have 20 percent less vaccine in England
than they had anticipated needing.

Their level of vaccination is not as great as ours, so they didn’t
have quite as much of an impact.

Mr. WAXMAN. Can I just ask you one question, Mr. Chairman if
you permit? Could you contrast the FDA review with the British
review? They seemed to be much more involved than FDA. You
were looking at the records, but they were already inspecting the
plant. Is that a fair statement?

Dr. CRAWFORD. No. Actually we were in the plant on August 25.
So I think it was about the same thing.

Mr. WAXMAN. Thank you. Thank you, Mr. Chairman.
Mr. SOUDER [presiding]. Dr. Burgess.
Mr. BURGESS. Yes, Dr. Crawford. Following the same line of

questioning that Mr. Waxman was taking. Was there some evi-
dence that the British equivalent of the FDA had that was more
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compelling than the evidence that you had, because it does seem
that their decision was different? You have to wonder if the data
that was presented to both was consistent.

Dr. CRAWFORD. The decision day, which was Tuesday of this
week, was the same for the British as it was for the United States.
They did have a meeting on Friday when they considered options.

But their final decision was not announced until Tuesday after
further meeting on Monday afternoon and into the night. So I
would say the availability of information was the same to the two
governments.

Mr. BURGESS. The data presented was the same and the conclu-
sion reached was identical with the two agencies.

Dr. CRAWFORD. Yes.
Mr. BURGESS. Are you at liberty to tell us what bacteria is in-

volved in the contamination?
Dr. CRAWFORD. It’s called serratia marcesens.
Mr. BURGESS. Dr. Gerberding, we saw headlines about the short-

age of the flu vaccine and how it affected some of the youngest pa-
tients in this country. There was a contingency in place for this
year if there was a similar bad actor from the flu standpoint where
there was a run on the vaccine as we saw last year, is that correct?

Dr. GERBERDING. Yes, sir. We actually had expected a record
number of doses of flu vaccine to be produced this year, in part to
allow more surge than we had last year and in part because we
had added the recommendation for children between the ages of 6
and 23 months to be immunized. Last year, 87 million doses of vac-
cine were administered—83 million doses were administered. This
year, we had anticipated 100 million. Even with the loss of the 6
to 8 million doses from Chiron, based on their projections, we still
anticipated we would have more vaccine than last year.

But, nevertheless, I am a pragmatic South Dakotan, and I al-
ways prepare for the worst-case scenario, and when you know that
some doses are contaminated, even though all testimony—the CEO
of Chiron was here a week ago testifying they expected full delivery
in October. He met with the Secretary and expected full delivery
in October. So we were prepared for the delay, but in the back-
ground we had a backup plan in case the worst case happened, and
indeed it did.

Mr. BURGESS. Do you think that preparation that you undertook
last year, perhaps it is fair to say that is going to blunt some of
the potential trouble that is going to accrue from the loss of the
British vaccine?

Dr. GERBERDING. It is very helpful that Aventis’ production was
higher this year than last year for several reasons. They tried to
make more, but also the vaccine yield was very good. So we were
able to get a few more doses from Aventis Pasteur than they had
initially projected several months ago.

The opposite issue is that FluMist, which went unsold last year,
only made 1.5 million doses instead of the 4.5 million doses. So we
lost the opportunity to use the nasal vaccine for the healthy people
who aren’t on the priority list this year under the shortage condi-
tion.

So, again, flu is always unpredictable, but the demand for flu
vaccine is equally unpredictable. What we need is a robust surge
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capacity so that when demand exceeds supply we have some place
to go to fill in the gaps.

Mr. BURGESS. Do you feel you have the pieces in place to make
certain that the healthier members of the community understand
that they need to use the internasal FluMist?

Dr. GERBERDING. We are engaged in full communication at CDC,
so we are reaching out directly to consumers in those age groups.
We are reaching out to employers across the business community.
I have been interacting with the National Business Group on
Health, and they have blasted out information to their member-
ships. We are working with stakeholder groups from our employee
sector through NIOSH and other parts of CDC, and we are en-
gaged—several CDC people are doing radio tours, and we are set-
ting a satellite uplink up so that we can blast out through those
mechanisms. There have been several press briefings already, and
we will continue to try to use that menu for outreach.

Our next emphasis will be on translating this information into
all relevant information so that people in all communities will have
it. We are setting up an 800 number so that people who cannot find
vaccine will have a place to call or people who are confused about
whether they need vaccine or not have a place to call to get that
information from the CDC. We will be mapping those calls by dis-
trict and by county, and then we will use that information as help-
ful input to the local health officials to recognize supply and de-
mand mismatches in their community.

So these activities are all ongoing, a lot of effort made to commu-
nicate. But with any public health situation of this magnitude and
as challenging as this one is, you can never communicate enough.
So we will continue to look for every opportunity to try to shape
people’s decision in a way that allows us to get the people who need
the vaccine the most get vaccinated.

Mr. BURGESS. Dr. Fauci, you mentioned the funding difference
between the 100 million that would help you go to a cell culture
for technology. If you got that funding today from this Congress,
that $60 million shortfall was made up, how quickly could we ex-
pect to see the end result?

Dr. FAUCI. I think we would be able to implement it almost im-
mediately.

There are two components to that additional amount that the
Department had asked for. One is to provide a guaranteed year-
round availability of eggs for egg-based culture and the other is to
push the envelope on the development of the cell-based culture.
Since research is already ongoing on the cell-based culture, not
only through our grantees and contractors but the companies them-
selves are starting to phase some of that in, the money as it be-
comes available will literally hit the ground running in making this
happen.

Chairman TOM DAVIS [presiding]. The gentleman’s time has ex-
pired. Mr. Kanjorski.

Mr. KANJORSKI. Thank you, Mr. Chairman.
Just being a total layman, it seems to me that you are testifying

that we are involved in a crapshoot with vaccines. If there had
been contamination at Aventis, we would be without a vaccine in
the country and have no capacity to produce it. And I can under-
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stand that, but I can’t figure out that there is a definite plan until
you get the new technology in place, but it will take probably 5 to
7 years. This shortage could happen this year or the following year,
and there is no methodology in place other than that you have a
great informative thing after the occurrence to notify people who
can’t get the vaccine.

My question is, what do we have to protect that next year this
won’t happen and what can we do or what role should the govern-
ment play with the private sector to try and insulate? I am not
hearing whether we should have duplicate manufacturing facilities,
separate manufacturing facilities, onsite, constant inspection and
when critical decisions will be made if there’s a contamination
problem. And this is just a contamination problem. It could have
been a terrorist problem.

Dr. GERBERDING. You are absolutely right, that we are vulner-
able to failures in the manufacturing process. We have known this
for more than a decade. In the years 2000 to 2003 we saw this
problem come up over and over again with childhood immuniza-
tions, and we need more manufacturing capability and we need
more manufacturers of these vaccines.

Mr. KANJORSKI. Doctor, aren’t we involved in a terrorism war, or
am I missing something in the last 3 years? I seem to hear you tes-
tifying like we are in any age that we could have been in the 1980’s
and 1990’s and that vaccines and responding to bacteriological
problems should be one of our highest priorities. Can you tell me
what Department of Homeland Security and this government has
done in the last 3 years to make sure that this eventuality that has
now occurred shouldn’t have occurred or we should have had a
backup plan?

Dr. GERBERDING. I agree with you completely. We have been try-
ing to make a strong case for the fact that influenza is a public
health threat and it deserves macroinvestments.

Mr. KANJORSKI. That is a given. We are talking about something
that probably half a million people may die that wouldn’t have died
if they had vaccine. Is that probable?

Dr. GERBERDING. In an average year, 36,000 people die from in-
fluenza. We can’t predict whether this year will be a severe flu sea-
son or a mild season.

Mr. KANJORSKI. And then we can say that because, with half the
dosage, the likelihood we may suffer 18,000 additional deaths or at
least 5,000. We are going to have people really die and as many
or more people than died in the World Trade Center.

Dr. GERBERDING. Every year, even with an adequate vaccine sup-
ply, people die from flu because we don’t get everybody.

Mr. KANJORSKI. Doctor, are any more people likely to die in the
United States because of this contamination than otherwise
wouldn’t have died if we had adequate vaccination capacity?

Dr. GERBERDING. I don’t know, but I’m worried about it.
Mr. KANJORSKI. You have no professional opinion that you can

project, the likelihood? Because maybe we shouldn’t spend any-
thing in vaccination. If we can use half the production and we don’t
need the whole, then we obviously don’t need that protection out
there. There must be some mathematical scale that this is a life-
death issue.
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Dr. GERBERDING. I agree with you completely, and we cannot——
Mr. KANJORSKI. I’m not condemning your organization or the oth-

ers at the table, other than we are 3 years into the war on terror-
ism and it doesn’t sound right to me. I’m not condemning your
agencies, your asking for money and preparation. I have visited
these manufacturing facilities, and they have called my attention
to the fact that they don’t know what will happen to this country
in a pandemic and how we are going to respond to it. Have you
presented to the Congress and to the President a plan to meet ter-
rorism and pandemics and have we responded to it?

Dr. GERBERDING. As we said, we requested resources to scale up
the surge capacity for vaccine from Congress last year. Secretary
Thompson and the administration requested $100 million; Con-
gress appropriated $50 million. We have asked for the opportunity
to expand the vaccine stockpile so we could purchase a reserve. We
are making progress toward achieving that, but we haven’t had the
full appropriation to accomplish that yet.

Mr. KANJORSKI. So this Congress has failed to respond to the
agencies of the executive department of this government that
would have been a response to homeland security because we do
not have the capacity potentially to meet the biological protections
against biological warfare, is that correct?

Dr. GERBERDING. We requested $100 million, and we received
$50. We are hoping Congress will support the full $100 million in
fiscal year 2005.

Chairman TOM DAVIS. Mr. Souder.
Mr. SOUDER. Thank you, Mr. Chairman.
First, I would like to add my voice to the many others that Dr.

Gerberding—I hope next time the network does a TV show they
give you full credit. Your agency deserves full credit for the work
that you do.

Based on conversations I have heard here, I want to ask you a
couple of questions. My colleague from Indiana, Senator Bayh, in-
troduced legislation a year ago that sounds to me like it attempts
to address some of the things you raised. One of the things that
Dr. Crawford raised was a seeming lack of competition in the mar-
ketplace. One of the things there would be to encourage through
investment credit more people to get into the business. Do you
think that would help at all? What do you think is the biggest
stumbling block?

And I would appreciate a further comment on that, because—and
let me add this, and we will start with Dr. Crawford and move
through. A second part of the legislation deals with trying to make
sure that the government buys—or if the market doesn’t meet, the
government will back up and purchase a larger supply so we have
a backup supply.

It is not without precedent. I remember working as a staffer with
MRE companies, because we have these pulses in Ready-to-Eat
meals at wartime. So part of the goal had been to keep two or three
of these companies in business so that when we had a policy we
had the capability to do that.

How do you feel about what impact on the market that would
have if we had a backup guarantee if the production rate were
higher? One question is, can we get more people into an investment
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credit; and, second, would having some backup guarantee for the
high-risk population that guaranteed that if they produced it, like
FluMist did—and my question along the same lines, FluMist is
going to testify, who manufacture that, in the next panel that they
had to cut back because the market didn’t do it and they’re re-
stricted in the areas that the government backs up and we are los-
ing manufacturers. What, if it isn’t those two things that I men-
tioned earlier, would you do to try to get more manufacturers in
the business?

Dr. CRAWFORD. What we are trying to do—as you know, we don’t
have funding for like startup companies and that sort of thing. We
basically regulate them. We are the bad news for them, rather than
the good news. What we are trying to do is improve our process so
that we create a favorable regulatory environment for more compa-
nies to get involved.

I mentioned the good manufacturing practices, which we have
just announced after a 2-year study; and what this will do would
make it—it would be a newer approach to manufacture. It would
be less onerous, more scientific, more systematic. And over time,
along with the new research initiative that we are working with
the National Institutes of Health on called the critical path, we be-
lieve it will make it a more predictable climate for vaccine manu-
facturers but one that produces better products with more certainty
of success.

In the lots that we have now, I mentioned earlier that 8 of 100
were originally considered to be defective. As we go through our ex-
amination tomorrow, this will actually be a test case. We don’t
know how many or if any are badly contaminated until we do the
inspection. But certainly a better regulatory environment where it
is more modernized, if we take a newer approach at it, would help;
and that is what we’re committed to.

Mr. SOUDER. I agree that the regulatory environment in all kinds
of things is a deterrent, and certainly all the manufacturers say
that to some degree. We have only been able to move that slightly.
I hope we continue to move that and keep people’s health safe.

The question is also is there a tipping point here where a small
investment or even a medium investment tax credit would, say, im-
pact these new technologies or if we, in effect, backed up some of
the purchases for pulse components. Dr. Fauci.

Dr. FAUCI. You bring up an important point that has many rami-
fications for what has been said thus far today as we keep referring
to the fragility of the vaccine development industry. I think it boils
down to things that we in the Department at all three of our agen-
cies have been facing, and that is a real lack of a climate of
incentivization to get companies involved. People say, how come
you only had two companies involved for the vaccine for influenza?
Those were the only two companies licensed in this country to
make it and distribute it. It isn’t as if we had 15 companies, and
we decided on 2, and I think that sometimes gets misunderstood.

If you look at the climate of how we look at vaccine development,
it’s very risky business for a company to get involved, risky because
of the profit margin, risky because you are dealing with biologics
and they are much more difficult to predict the success of it. And
there’s the issue of the use of vaccine which is used once or twice
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or three times in a person’s lifetime, as opposed to the other possi-
bility of the same company developing a blockbuster drug that
someone would use everyday of their lives for the rest of their lives
that they could make millions at.

What we are trying to do is to do everything from regulatory in-
centives to research by pushing the envelope more to take away
some of the risks by the approaches that I showed in my opening
statement about perfecting things like the reversed genetics or per-
fecting things like the use of cell culture base. And then, finally,
it is the issue of pricing and how our culture views how much one
is willing to pay for a vaccine.

This morning, in preparation for the hearing, I got on the phone
in my office very early and I called up a pharmacy in Bethesda and
I asked about the relative prices of things, because we talk about
it a lot. And I asked them what would be the retail price of a year’s
supply of Lipitor, which is a blockbuster, cholesterol-lowering drug.
$1,608. What would be the yearly cost of 50 milligrams of Viagra?
$3,500 a year per person. What is the cost of the Aventis Pasteur
vaccine? $7 to $10.

You are talking about the idea of any company wanting to go to-
ward something that has a major profit margin. We need to help
with incentives. We could do it researchwise or regulatorywise, but
it is a rather broad, generic issue. We hope, working with the com-
mittee, we will be able to find solutions to that.

Mr. SOUDER. Could I see if Dr. Gerberding has anything to add?
Dr. GERBERDING. In the short run, before we are able to scale up

and using some of the tools you described, that the backup plan of
the government purchasing additional doses of vaccine is one that
we are already doing on a small scale; and it is conceivable that,
by expanding that, manufacturers would be incentivized to make
as much vaccine as they could. The downside of that is that tax-
payers would have to be prepared that, most years, we would
throw vaccine away and it would be a waste of tax dollars. So there
is a tradeoff with flu vaccine because we have to get a new vaccine
preparation every year.

Chairman TOM DAVIS. Ms. Watson.
Ms. WATSON. Pass.
Chairman TOM DAVIS. Mr. Tierney.
Mr. TIERNEY. Dr. Crawford, does the Food and Drug Administra-

tion pretty much agree with the determination made by the British
health authorities?

Dr. CRAWFORD. I can’t answer that until we get through our in-
spection. We are looking through the lots and hoping for the best,
but there is an air of pessimism, so probably we will.

Mr. TIERNEY. Is anything being done about the prospect of price
gouging?

Dr. GERBERDING. We are concerned about price gouging. The first
step is to identify where it’s happening, and the second step is to
alert the State and local health officials that it’s happening in their
jurisdiction and also the FTC who has the regulatory responsibility
to evaluate and take the appropriate steps. I think it is tragic. We
know in any market where there’s a shortage of product that there
is a tendency to raise the price, these unfair price increases; and
they really add insult to injury.

VerDate 11-MAY-2000 12:20 Dec 07, 2004 Jkt 000000 PO 00000 Frm 00043 Fmt 6633 Sfmt 6633 D:\DOCS\96948.TXT HGOVREF1 PsN: HGOVREF1



40

Mr. TIERNEY. Are you satisfied that our officials are actually
working on this issue, giving the proper notice to people?

Dr. GERBERDING. I don’t have an answer on that today, just 48
hours into this, but we will be looking for it and also make our hot-
line available if there are reports of this so people can alert us and
we can pass the information onto the appropriate response agen-
cies.

Mr. TIERNEY. Dr. Fauci, you should have slept over last night.
You were here yesterday on the West Nile virus.

Doctor, with respect to our research, MedImmune says they are
developing vaccines for—and giving it for free to government in-
spectors or researchers, but they obviously charge others who cre-
ate a profit from it for that. Do we need to address our patent laws
at all to make sure that enough people have access to the reverse
genetics processes or anything or is it fine the way it is?

Dr. FAUCI. I think what you are referring to is what is going on
is a dispute about the pattern of the reverse genetics. I’m not sure
we need to address the patent laws on that. We need to clarify
pretty quickly what the patent issues are involved there so we can
get the ball rolling on this, but I don’t think this is a generic patent
law problem.

Mr. TIERNEY. A moment ago you were talking about the different
prices that you get for different prescription drugs. The fact of the
matter is, it’s not the government that is keeping the price of the
flu vaccine low, is it? We don’t set the price and keep it low?

Dr. FAUCI. Actually not. But one of the issues we face—what I
was referring to was not that it’s the government or industry.

Mr. TIERNEY. It’s a market situation.
Dr. FAUCI. Culture of people feeling and maybe in some respects,

appropriately so.
Mr. TIERNEY. It is the market. Because if people made more of

a demand for it, the price could be raised higher. It it’s raised high-
er, they’re afraid people won’t buy it at the higher price.

Dr. FAUCI. Also, the third party payers wouldn’t necessarily pay
it. That’s an important issue.

Mr. TIERNEY. One of the things—I think Dr. Gregory Poland
from the Mayo Clinic gave the options. We either have to subsidize
or give incentives to manufacturers to get them into the business,
or the government has to own or operate either themselves or to
a contractor a plant to produce the vaccine. Seems to lay out some
of the options that you say we went from regulation to doing it
yourself.

But as long as we leave it entirely without a regulation to the
industry, we get the lower prices, we get less demand, and we get
two manufacturers instead of more, and it creates a problem. Any-
body in any of these agencies before us right now debating this
issue as a policy matter, whether the government ought to have a
contractor get in there and somehow subsidize them to create this
or get in the business themselves or regulate the price, is that dis-
cussion going on?

Dr. GERBERDING. That discussion is ongoing and has been going
on for some time. Just on Monday, the National Vaccine Advisory
Committee, who has responsibility for advising the Department
and the government on those issues, issued some statements that
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recommended that we look at those options that you just men-
tioned. There is not a long list of options, and we need to bite the
bullet here and come up with a plan.

Mr. TIERNEY. This is absolute free market aspect when it comes
to health care. It doesn’t always seem to fit the same model as if
you’re selling widgets. Health care is a different item here, and we
get that right across the spectrum of health care issues. I know
that everybody is paranoid of the word regulation or any govern-
ment involvement, but we expect the government to step forward
for our safety and protection. I hope that debate accelerates. I
think Congress ought to be involved in this debate, and there ought
to be further hearings on this away from the ideology as to what
is a practical matter of how we take care of health concerns, and
that may mean a little less of absolute free market and more inter-
vention here to make sure we have this product available.

Chairman TOM DAVIS. Mr. Mica.
Mr. MICA. I remember previous hearings on the subject of the

cost of some of these vaccines. I remember someone holding up a
vaccine vial, and in that testimony they said that the cost of the
vaccine itself was less than $1 or around $1, but—I don’t remem-
ber—if you can get insurance, the cost was like about $20 some.
I don’t know if that’s still the case. Is that a typical ratio, Dr.
Fauci? I think you were talking about some of the costs.

Dr. FAUCI. I’m not actually sure, and I would hesitate to make
any statement about the relative costs of the liability insurance
that they would have to pay.

Mr. MICA. Are they having trouble getting it, manufacturers? I
heard you cite some incentives. Isn’t that one of the major prob-
lems, the most significant problem to manufacturers in the United
States?

Dr. FAUCI. I best leave that for the companies to answer. But I
know when you are dealing with childhood vaccines we do have a
childhood vaccine fund for compensation. But not in the adult.

Mr. MICA. Right now, we are looking at blaming sort of the bu-
reaucrats, and you all haven’t paid enough attention to this, and
there probably will be horrible things like price gouging because
the supply is down. You had a responsibility. And it was kind of
interesting, someone said you had to fly—who flew over to check
it?

Dr. FAUCI. The FDA.
Mr. MICA. So we had to fly to Europe to check the supply. I’m

sure it is much more beneficial to manufacture this outside the
United States and keep an eye on it. I understand you have an an-
nual inspection?

Dr. CRAWFORD. Depending on what the risk is expected to be, it
can be as little as every 2 years.

Mr. MICA. How many did we have here at the site that went
bad? Can you supply a record of your visit for the committee?

Dr. CRAWFORD. Absolutely.
Mr. MICA. This is a research and development budget for the Na-

tional Institute here, and it says vaccine research. We supply $1.18
billion in research. Mr. Sanders and I several years ago went over
and met some of the drug manufacturers trying to figure out why—
what was happening in the marketplace. At that time, they told us
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there was no R&D in Europe, that it was all being done in the
United States for most drug development and vaccines. Is that still
the case?

Dr. CRAWFORD. For pharmaceuticals?
Mr. MICA. Yes.
Dr. CRAWFORD. Sixty-three percent of the profit, it is reported,

from pharmaceuticals worldwide is gained through U.S. sales. So
quite naturally——

Mr. MICA. We were told, quite frankly, that there is no R&D
going on or very limited. Almost all of it comes from the United
States. The U.S. taxpayers are financing R&D in vaccines and
other pharmaceuticals, and then we are outsourcing because you
can’t manufacture in the United States because you get your butt
sued. And you also certify or do you approve the drugs? The FDA
approves those vaccines, right?

Dr. CRAWFORD. Yes, we do.
Mr. MICA. You know, I think it’s time we looked at some system

where we took responsibility and there would be plenty of drugs
available at low costs if we limited the liability, if we set up some
funds for decent compensation for victims, whether it is a pharma-
ceutical or a vaccine. Wouldn’t that be a better solution, Dr. Fauci?

Dr. FAUCI. I think the idea of compensation is something that
needs to be——

Mr. MICA. We have done some of it with children’s immunization.
We produce it.

Our responsibility is to have an agency like the FDA to say that
this is a good drug. Now we force the manufacturing outside. We
are paying for the R&D. It would behoove us to manufacture in the
United States and have better control and we are certifying it
whether it is manufactured in the United States or outside that it
is good. So shouldn’t we have some of that responsibility, FDA?

Dr. CRAWFORD. Yes, we should.
Chairman TOM DAVIS. The gentleman’s time has expired.
Ms. Norton, you will be the last questioner.
Ms. NORTON. Look, having been caught without a backup plan

already, I’m really compelled to ask what is the backup plan in
case the volunteer sharing doesn’t work out?

Now the most generous people in the world are health care peo-
ple, so I’m sure everybody is doing what you’d expect them to do.
What are you empowered to do if, in fact, your, quote, backup vol-
unteer plan proves as insufficient as having no backup plan for half
of the supplies which now are unavailable, what are you empow-
ered to do? What would you do if in fact people begin to make their
own assessments, particularly since the private sector controls
most of the supply?

Dr. GERBERDING. Thank you. That’s an important distinction be-
tween childhood vaccines for routine prevention of vaccine-prevent-
ible diseases and influenza where we have such a small proportion
of the market share in the governmental control. CDC has no au-
thority to regulate distribution of vaccine or to regulate the manner
in which vaccine is supplied. We rely on our best technical advice.
We rely on altruism, as you have described.

We have experience with this in 2000, 2001, where we had a
similar vaccine shortage. We found that, overall, there was adher-
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ence to the recommendations. In fact, we ended up in many areas
with excess doses of vaccine because people complied so carefully
with the recommendations.

What we are talking about here is a very fine line between what
we have and who needs it the most. I just don’t think it’s a matter
of doses, but it’s a matter of where are those doses, and we have
no authority to redistribute the vaccine.

Ms. NORTON. I don’t want to take the entire time. Are you pre-
pared to come back during the lame duck session and get some au-
thority to do something now that you know full well that the pri-
vate sector could turn you down and could decide on its own where
the supplies go?

Dr. GERBERDING. We would be delighted to work on with Con-
gress on solutions. Our colleagues at the FDA, who is the regu-
latory agency, has a role to play in this as well, but we would be
willing to look at all possible solutions.

Ms. NORTON. I’m asking you and Mr. Crawford to, in fact, be pre-
pared now that there is no backup plan, now that we cannot in our
economy force the private sector to do things with respect to sup-
plies in their hands, to be back here when we come here to tell us
what it is we need to do. We can’t just sit here saying we don’t
have the authority, there’s nothing we can do about it.

In order to let other Members ask questions, I’m going to forego
the rest of my questions.

Chairman TOM DAVIS. We have 3 minutes left to vote.
Mr. Cooper.
Mr. COOPER. Following up on my colleague’s line of questioning,

could this Congress save lives by passing a law making sure that
only high-priority recipients got the vaccine—seniors, infants, peo-
ple with chronic diseases, health care workers? Would that save
lives in this country?

Dr. CRAWFORD. I should defer that to Dr. Gerberding. Basically,
you are saying that you would codify their recommendations,
CDC’s recommendations?

Mr. COOPER. With the force of law behind the voluntary guide-
lines that Dr. Gerberding has mentioned, would that save lives in
this country? Because, in response to Mr. Kanjorski earlier, it
seemed like the normal casualty rate that we could face with influ-
enza could go up substantially this year as a result of this manu-
facturing shortage. You only have voluntary guidelines at your dis-
posal and you’re not empowered to do more? Would you be able to
save lives if you had that extra legal authority?

Dr. CRAWFORD. I’m not prepared to answer that. I think she ex-
pected good compliance based on past years, but I better defer to
Dr. Gerberding.

Dr. GERBERDING. I don’t have an answer for you either. This is
a work in progress. In past years, we have been able to have a good
match between what we expect and how people adhere to those rec-
ommendations. Whether we would have more benefit from codify-
ing it or more mess from codifying it, I can’t really tell you right
now. I think enforcement of that would be a very difficult challenge
to patch together on short notice, but we will look at that as an
option and, as the Congresswoman suggested, come back with a set
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of options that we could discuss with the committee during the
next session.

Chairman TOM DAVIS. Thank you very much.
I’m going to dismiss this panel with our thanks. We will take a

recess to go vote and be back in 15 minutes.
[Recess.]
Chairman TOM DAVIS. The committee will come to order.
The gentleman from Indiana is recognized.
Mr. BURTON. Mr. Chairman, you really are fast with that gavel,

and I love it.
I’m sorry, Mr. Chairman, I wasn’t here earlier today when the

hearing started—and this is on a related subject. I got my flu shot
this morning, and I guess a lot of Americans so far haven’t been
able to do it because of the shortage. But the concern that I have,
part of the contents of the vaccination that people are getting.
There is a substance called thermarisol, which is about 50 percent
ethyl mercury in the flu vaccine, and most adult vaccines have
mercury in it.

Governor Schwarzenegger of California recently signed a bill in
California which prohibits children up to age 3 from getting a vac-
cination that contains thermarisol; and the reason for that is be-
cause the mercury in vaccines—and we have had hearings on this
over the last 4, 5 years—the mercury in vaccines is seen by many
scientists around the world as a major contributing factor to neuro-
logical disorders such as autism in children and Alzheimer’s in
adults.

Now we are getting it out of most of the children’s vaccines. It’s
in about three or four of the children’s vaccines today. In Califor-
nia, they are going to get it out of all of them, which is a giant step
in the right direction, and I congratulate the legislature out there
and the Governor for doing that.

We need to get mercury out of all vaccinations. Mercury is toxic
to the human body, to the human neurological system. It is in the
flu vaccine and in most of the adult vaccines. It needs to be re-
moved. You can go to single-shot vials without having mercury in
them; and, Mr. Chairman, it would be great for the American peo-
ple and the world if we removed that.

Mercury toxicity is a major ecological problem for the whole
world. It is in our water, in our fish. We are being told not to eat
fish in many cases because there is mercury in them, and we con-
tinue to put it in vaccines that’s injected in our children and
adults.

We used to have 1 in 10,000 children that were autistic. It is now
1 in 166 according to CDC. We used to have Alzheimer’s that was
recognized quite frequently, but now it has become an epidemic. So
we need to get these toxic substances out of our vaccines. I think
the pharmaceutical industry has done a great job for the people of
this country and for the world, but there are certain things that
can be cleaned up. One of them is getting the mercury out of the
vaccines.

Mr. Chairman, I thank you very much for yielding to me; and
this is another shot across the bow, the pharmaceutical industry,
to get the mercury out of all vaccines for the good of humanity.

VerDate 11-MAY-2000 12:20 Dec 07, 2004 Jkt 000000 PO 00000 Frm 00048 Fmt 6633 Sfmt 6633 D:\DOCS\96948.TXT HGOVREF1 PsN: HGOVREF1



45

Chairman TOM DAVIS. Thank you very much, and you have been
consistent in your position on this.

We move to our next panel, and I thank our witnesses for ap-
pearing. They are the three flu vaccine manufacturers to discuss
vaccine production capacities to respond to shortage crisis.

We will hear from Christine Grant of Aventis Pasteur, manufac-
turer of Fluzone, the vaccine. Dr. David Johnson accompanies Ms.
Grant, and he is available to respond to questions.

We also have Dr. James Young from MedImmune, which manu-
factures the nasal spray vaccine, FluMist.

Unfortunately, a representative from Chiron is unable to attend
this hearing, but the company has submitted written testimony for
the hearing record. I ask unanimous consent that Chiron’s testi-
mony be included in the official hearing language. And without ob-
jection, so ordered.

[The prepared statement of Mr. Pien follows:]
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Chairman TOM DAVIS. We also have a visitor to this committee
who I have known for many years, Dr. Robert Stroube. He is the
Virginia State Health Commissioner. He is no stranger to this com-
mittee either. He’s here to provide an assessment of State and local
public health departments’ ability to respond adequately to the vac-
cine shortage threat.

We swear all witnesses before you testify. So if you would rise
and raise your right hands.

[Witnesses sworn.]
Chairman TOM DAVIS. Ms. Grant, we’ll start with you; and we’ll

move straight on down. I can’t thank you enough for being with us
and being patient, but we’ll try to get through questions as quickly
as we can.

STATEMENTS OF CHRISTINE GRANT, VICE PRESIDENT FOR
PUBLIC POLICY AND GOVERNMENT AFFAIRS, AVENTIS PAS-
TEUR, INC., ACCOMPANIED BY DAVID JOHNSON; JAMES
YOUNG, PRESIDENT, RESEARCH AND DEVELOPMENT,
MEDIMMUNE, INC.; AND ROBERT STROUBE, STATE HEALTH
COMMISSIONER, VIRGINIA DEPARTMENT OF HEALTH

Ms. GRANT. Good morning, Chairman Davis and members of the
committee. Thank you for the opportunity to testify today on behalf
of Aventis Pasteur.

During the past 10 years, Aventis Pasteur has been a reliable
supply of influenza vaccine for the United States, consistently in-
creasing our annual production. This year, we expect to produce
55.4 million doses, 33 million of which have already been distrib-
uted.

I’m here to communicate our company’s pledge to continue to do
everything we can to manage this influenza season consistent with
the recommendations of Federal and State health authorities. Vac-
cines have proven to be the most cost-effective, preventive interven-
tion in human history; and all of our employees are passionate
about the contributions they make to lifesaving work.

Aventis Pasteur is the world’s largest vaccine company with
nearly 9,000 employees. The company’s global experience has been
utilized to manage influenza epidemics over many decades. Vaccine
has been produced at the Swiftwater, PA, location for over 100
years and influenza vaccine produced there for more than 30 years.
Today, we produce approximately one-half of the U.S. influenza
vaccine supply. Although there have been years where disruption
and shortages have ensued in the influenza vaccine marketplace,
Aventis Pasteur has been able to deliver vaccine to our customers
on a timely basis during influenza season.

As I previously stated, Aventis Pasteur intends to achieve its
plan to produce approximately 55.4 million doses of Fluzone for the
United States this season. Customers had already placed orders for
more than 52 million of those doses prior to Chiron’s announce-
ment. This included approximately 4.5 million doses for the CDC,
including the late season strategic reserve, which the CDC
proactively and wisely planned. It is important to note that over 85
percent of all influenza vaccine is administered by the private
health care sector.
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So since hearing the announcement 3 days ago, we have worked
with the CDC and the FDA to determine whether we can manufac-
ture additional doses later this year. Any additional doses available
from going back into production, however, would not be available
until February or March; and such a decision would have implica-
tions for the amount of vaccine which can be produced for next
2005–2006 season.

Mr. Chairman, as we have heard today, the supply shortage has
caused many policymakers to ask: Why are there so few vaccine
manufacturers in the United States and what needs to be done to
encourage vaccine manufacturers?

Over the last several years, we testified before Congress about
the urgent need for Federal policymakers to do more to cherish and
promote vaccine companies; and we suggest five recommendations
to achieve this goal.

First, demand for vaccine drives supply. We need to work to-
gether to steadily increase annual reliable demand to achieve
Healthy People 2010 goals. This will give companies confidence to
continue to reinvest and thus increase supply.

Second, annualize the funding for CDC’s strategic influenza vac-
cine reserve, which was only budgeted for two seasons yet is prov-
ing to be a very wise investment.

Third, liability exposure chills interest in this field. We are
pleased to acknowledge the House of Representatives passage of
the JOBS bill just late last night, which included the Influenza
Vaccine Excise Tax; and we strongly encourage the Senate and
White House to take quick action on the bill. This will ensure that
influenza vaccine is now covered under the Vaccine Injury Com-
pensation Program.

Fourth, we encourage the committee and Congress to begin now
to plan to address special vaccine liability issues that will occur
when there is an influenza pandemic.

Fifth, we encourage the committee to help resolve inconsistencies
between SEC accounting guidelines for routine pediatric stockpiles
and CDC’s desire to implement such stockpiles, for which Congress
has already authorized the appropriated funding.

We are aware that vaccine companies have left the U.S. market
in the last decade. This included two companies that produced in-
fluenza vaccine. It’s important to remember that, even if a new
company were to plan a new facility today, it would require a mini-
mum of 5 to 7 years to build, validate, license, manufacture and
deliver vaccine to the marketplace. This is due to the inherent com-
plexity of building reliable production facilities that meet necessary
health and safety standards.

Aventis Pasteur has been a leader in introducing innovative tech-
nology. We have learned through experience it takes years to de-
velop and incorporate new processes into routine manufacturing.
For example, we are working on the promising technology known
as cell culture, but we caution it is going to take years to transition
this technique from research to full-scale production. Additionally,
the technique will not substantially reduce the total production
time.

Mr. Chairman, we share the committee’s concern and frustration
with this year’s supply problem. However, government authorities
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and the private sector have worked well together in the past to
manage difficult situations to ensure optimal immunization rates;
and we want to commend HHS, the CDC and the FDA’s leadership
for their immediate and decisive action to address what is inher-
ently the unpredictable nature of vaccine production. In less than
12 hours, as you heard, the CDC’s Advisory Committee on Immuni-
zation Practices issued interim recommendations to prioritize influ-
enza immunization for high-risk populations.

The National Flu Summit, a public-private partnership of the
CDC, professional associations, public health authorities and com-
panies such as ours, has already discussed how best to implement
those recommendations; and influenza professionals are rec-
ommending that health care providers who actually see patients
are best equipped to determine who is at high risk.

In summary, Aventis Pasteur pledges to continue to do every-
thing we can do to manage this season consistent with the rec-
ommendation of Federal and State health authorities; and we com-
mend Congress for your prompt interest to address this issue dur-
ing your busiest week of your session.

Chairman TOM DAVIS. Thank you very much.
[The prepared statement of Ms. Grant follows:]
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Chairman TOM DAVIS. Dr. Young, thanks for being with us.
Dr. YOUNG. Good afternoon, Mr. Chairman. Certainly a pleasure

for me to be here this afternoon to address the committee on this
very important topic, and I commend you on inviting members of
the manufacturing community here to provide their perspective.

My name is Dr. Jim Young. I’m president of research and devel-
opment at MedImmune, a biotech company headquartered in Gai-
thersburg, MD. As you may know, MedImmune is new to the influ-
enza vaccine business, having introduced a new type of flu vaccine
this past year called FluMist, approved by the FDA for use in help-
ing individuals 5 to 49 years old. Unlike the other flu vaccines
which are injected into the muscle, this vaccine is simply sprayed
into the nose to protect against influenza.

MedImmune currently has the manufacturing capacity to
produce 20 million doses of FluMist. This year, however, we pro-
duced only 2 million doses of bulk vaccine and before this week’s
events had planned on filling and finishing only 1.1 million of those
doses, which we did. That finished material, I’m pleased to report,
was released for distribution by the FDA yesterday.

I’m sure you are sitting there thinking, with the capacity to
produce 20 million doses of this innovative vaccine, why did we
only fill 1 million doses? Quite simply, because, one, the product
was approved with a very narrow label indication by the FDA; two,
it has been faced with significant confusion and misinformation
propagated in the marketplace; three, has not had strong support
from the recommending authorities; and, four, was launched into
a climate of overwhelming complacency and with a lack of aware-
ness on the part of the public as to the severe illness and death
that is associated with influenza.

It is these factors that account for an insufficient demand to jus-
tify increased production of FluMist.

Nearly 8 months ago, I sat before this committee testifying that
close to 4 million of the 5 million FluMist doses manufactured last
season would be destroyed at the end of the 2003–2004 influenza
season, a season in which there was a vaccine shortage and 152
children died from flu. Thirty-nine of those children actually were
eligible to receive FluMist and could have received the vaccine but
didn’t. The fact of the matter is that there were 4 million lost vac-
cination opportunities with product that we had available that
went unused.

Consequently, as a result of last season’s experience and based
upon FluMist’s existing licensure for the restricted population of
healthy individuals 5 to 49 years, MedImmune planned very lim-
ited production this season, somewhere between 1 and 2 million
doses. This was a substantial about-face from original intent when
we decided to enter the influenza vaccine business nearly 3 years
ago with the desire to increase the number of influenza manufac-
turers in the United States and worked to fulfill the stated goals
of public health officials to expand the number of U.S. citizens re-
ceiving influenza vaccination.

However, in response to the vaccine shortage announced this
week, we are committed to filling the remaining bulk material we
have in inventory actually starting today and expect to produce up
to 1 million additional doses of FluMist for distribution. Under nor-
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mal circumstances, getting these additional lots of FluMist ap-
proved and released by the FDA would likely take well into Decem-
ber. However, we are in communication with the FDA and hopeful
that, with their assistance, the timing of this release can be expe-
dited.

As they did during the flu crisis last season, the FDA has also
indicated that it may be willing to consider waiving other logistical
and distribution requirements, including the need for a freezebox
to store vaccine in frost-free freezers, in order to broaden the dis-
tribution of these additional doses. None of these expedited proce-
dures will, of course, pose any added risk to the consumer or to the
quality of the product. By producing up to 2 million doses for the
healthy population between 5 and 49, we are freeing up 2 million
doses of the injectable vaccine for use in the highest risk popu-
lation, which could potentially save hundreds of lives.

After our initial very disappointing and sobering experience as a
flu vaccine manufacturer, we spent several months earlier this year
evaluating whether we should remain in the influenza vaccine
business or whether we should cut our losses and get out after
dealing with the costly and overwhelmingly difficult regulatory
landscape to bring this new and effective vaccine to the market.
Our partner with FluMist last year, Wyeth, a former manufacturer
of the inactivated flu vaccine, also went through this same internal
debate. In April, Wyeth opted to exit while MedImmune decided to
stay in the business.

MedImmune’s decision to stay in the flu business was based on
a continuing belief that influenza is an extremely important dis-
ease and that FluMist is an important new addition in prevention,
warranting our investment to become a meaningful contributor to
the vaccine production in this country. Since taking over complete
control of the future of FluMist, we have cut the price of the prod-
uct from $46 a dose last year to a price as low as $16 a dose this
year for the private market and negotiated even lower prices for
government purchases. We are working with the CDC, VA and
DOD, providing them the option to purchase a significant propor-
tion of the additional product we are now working to deliver to the
marketplace.

While we are here today because of an imminent and serious vac-
cine shortage, I want to emphasize the problem is much larger and
transcends well beyond the season. As Speaker of the House Den-
nis Hastert stated on Wednesday, ‘‘there are only a handful of vac-
cine manufacturers left in the world. We know that our current
production capabilities would not be able to handle a massive surge
for vaccine products caused by a flu crisis. We need to take steps
to address this situation before it becomes an even bigger problem.’’

Bigger? How much bigger does this problem need to become?
How many more hearings, analyses, consultants, discussions and
testimonies must there be before any action is taken? Already,
King Pharmaceuticals, Wyeth, Parke-Davis and Merck have pulled
out of the influenza vaccine business over the past few years. Why
are they exiting? Two reasons.

First to participate in the influenza vaccine business requires
enormous investment in clinical development, manufacturing facili-
ties and regulatory requirements; and the return on the investment
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is abysmal, given the low price received for the vaccine. On our
part, MedImmune has invested $1 billion to bring FluMist to the
market with what is a very narrow label and expects to invest $200
million more in an attempt to expand the indication to a broader
U.S. population, an amount that you saw this morning from Dr.
Fauci’s presentation, which is greater than the NIH is expected to
spend on FluMist over the next 3 years.

Second, the demand for influenza vaccine is inconsistent, such
that when manufacturers increase capacity in anticipation of
broader demand, interest often wanes and unused product is wast-
ed. Demand is strongly influenced by policies set by the Federal au-
thorities. Current influenza vaccine recommendations primarily
target high-risk individuals. However, the burden of the influenza
virus illness is significant in healthy persons who fall outside of
these targeted age groups as well and in otherwise healthy
unvaccinated school-aged children who serve as vectors for trans-
mission of influenza to their families and to high-risk individuals
with whom they have contact.

The vast majority of stakeholders in influenza prevention are
reaching the same conclusion, that the recommended population for
influenza vaccination must be expanded greatly, a movement that
we all endorse. A universal recommendation that all Americans re-
ceive annual flu vaccine will drive the demand for routine annual
vaccination and the development of sufficient infrastructure to de-
velop the vaccine, which will in turn provide the impetus on the
part of vaccine manufacturers to increase their production. This
will ensure the capacity needed to produce even larger quantities
of vaccine in the event of the emergence of a new pandemic strain.

Ironically, it is a situation like the one we are now faced with,
where we are telling healthy individuals not to get vaccinated,
which runs counter to the message public health authorities need
to send to expand demand. History tells us that it will take several
years before many healthy individuals again seek vaccination for
flu.

What is it that MedImmune specifically recommend that the
Federal Government do?

First, we believe that regulatory authorities should look at the
available scientific and clinical data pertaining to FluMist and re-
consider a broader role FluMist could play potentially within the
context of public health given the benefits that we have dem-
onstrated in clinical studies of this vaccine. This is particularly rel-
evant to the 50 to 64-year-old high-risk group that will otherwise
go unprotected this year.

Second, the government needs to find ways to incentivize compa-
nies to build manufacturing facilities in the United States. There
is an increasing trend for U.S.-based companies to build manufac-
turing plants offshore in order to gain access to a well-trained pool
of potential workers as well as significant tax advantages. With
this trend comes the increased risk of the type of event we are cur-
rently experiencing. Companies will face regulatory decisions that
may prevent product from entering the United States or, worse yet,
in the event of a catastrophic event or the emergence of a new pan-
demic strain, the host country may embargo vaccine for use in its
own borders.
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Third, logistical and accounting issues need to be sorted out so
that the Federal Government can stockpile additional product or
even bulk vaccine, a relatively inexpensive step in the manufactur-
ing process. Bulk material could be stored for up to 2 years or until
a new influenza strain is introduced and could be filled at a defined
schedule as needed.

Finally, the Federal Government should provide incentives for
manufacturers to develop innovative production methods that could
expand the capacity. They should make potential new vaccine
strains available to the manufacturer sooner and eliminate the
need for the FDA release for flu vaccine lots. All of these would re-
sult in earlier and greater product availability.

In conclusion, I would like to reiterate that MedImmune has
manufacturing capacity to produce 20 million doses of influenza
vaccine; and with the addition of our new $75 million state-of-the-
art manufacturing facility currently being validated and modest
changes in the works at our current facility, we will soon be able
to produce 40 to 50 million doses of vaccine. In order to make pro-
duction at these levels a viable option, we need the Federal Gov-
ernment to create sufficient support and demand to reduce regu-
latory hurdles and to place a far higher value upon influenza vac-
cination for all Americans.

Thank you for this opportunity to speak to you today.
Chairman TOM DAVIS. Thank you very much.
[The prepared statement of Dr. Young follows:]
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Chairman TOM DAVIS. Dr. Stroube.
Dr. STROUBE. Mr. Chairman, distinguished members of the com-

mittee, my name is Robert Stroube; and I’m the State health com-
missioner for the Commonwealth of Virginia and honored to be tes-
tifying before you today. I would like to thank the Chair and the
committee for holding this hearing regarding the recent develop-
ments concerning the U.S. influenza vaccine supply.

The recent flu vaccine shortage is creating a serious challenge for
public health. The present system of vaccine production and dis-
tribution is incapable of effectively responding to the current de-
mand for the vaccine, let alone a large-scale flu outbreak or pan-
demic. It is imperative the Federal Government take steps now to
improve our current flu vaccine production and distribution system.

In Virginia, the health department ordered about 110,000 doses
of flu vaccine from Chiron, which we will not receive. This is al-
most all the flu vaccine that we typically provide to adults through
119 local health departments. Not having this vaccine will mean
that many people, especially those at high risk for flu complica-
tions, will not be able to count on their local health department for
a flu shot this year.

At this time, we expect only to receive about 11,000 doses of
adult flu vaccine, but this is a drop in the bucket compared with
the amount of flu vaccine that is needed for those people in our
communities who are most vulnerable to serious complications
from the flu. Any flu vaccine available from our local health depart-
ments will be provided to those people in the high-risk priority
groups recommended by the Advisory Committee on Immunization
Practices this past Tuesday.

The flu vaccine shortage hopefully will not impact the more than
the 115,000 doses of flu vaccine we have ordered from Aventis for
children in the Vaccines for Children program. This program is for
underinsured children, Native American children and those on
Medicaid. But the health department provides only a very small
proportion of the flu vaccine that is provided to the public. Most
vaccines are provided by the private sector.

The biggest difficulty is determining how much flu vaccine is
available in the private sector within our State and how to advise
the at-risk population on where to find any available vaccine. We
do not have a way of tracking flu vaccine availability in the private
sector. We do not have any legal authority to redirect flu vaccine
in the private sector.

We are making every effort to encourage the medical community
to follow the ACIP recommendations and prioritize the available
supply for people in the priority groups identified. We have distrib-
uted information from the CDC to the health care community
through our Health Alert Network. Over 54,000 health care provid-
ers were notified by e-mail or faxed Tuesday night and Wednesday.

In addition to our outreach to the medical community, we distrib-
uted a Statewide press release urging the prioritization of available
flu vaccine, we have conducted numerous media interviews, and we
have taken hundreds of phone calls from citizens. We are providing
people the best information we have available regarding this devel-
oping situation.
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This serious situation is compounded by the fact that we have
gone to great lengths over the past few years to educate the people
about the importance of getting their flu shot each year. We have
not only encouraged people in the high-risk groups to get their flu
shot, but more and more it has been encouraged for all people.

We had just launched our Statewide education efforts for this
year—prior to receiving the unexpected news from Chiron. Our
education efforts have now been undermined again due to this situ-
ation. For example, we had to cancel our annual ‘‘vaccinate and
vote’’ campaign, which targets the vaccination of high-risk individ-
uals on Election Day.

Six upcoming smallpox vaccination dispensing exercises for a bio-
terrorism preparedness program are now on hold because we were
going to use flu vaccine to get volunteers to participate in these ex-
ercises.

This current situation follows similar problems we had last year
when we ran out of flu vaccine at the height of the season. Last
year, VDH, the Virginia Health Department, administered more
than 160,000 of flu vaccine to the public, which is more than dou-
ble the number of flu shots that we typically provide.

When we ran out of the flu vaccine last year, many high-risk pa-
tients went without vaccine, parents could not get young children
vaccinated, and health care providers could not vaccinate their
staff. Attempting to prioritize vaccine to high-risk patients was a
local health department nightmare. In some cases, security was
needed to maintain control of demanding patients.

Now Virginia and other States are faced with the difficulties of
prioritizing a limited supply of flu vaccine again, even more limited
than last year. We anticipate that many people will go
unvaccinated this year.

As you know, only three companies are licensed in the United
States to produce the vaccine. Chiron was expected to provide
about half of the vaccine supply. Aventis is the other company that
produced the flu vaccine for injection. The third company produces
the live attenuated nasal flu vaccine, which is not targeted for the
high-risk patients.

As I stated earlier this year when I testified before this commit-
tee, Congress needs to support the development a of a more reliable
vaccine production and distribution process. The current year-long
process is incapable of meeting increasing vaccine demands or
timely adjustments to vaccine formulation. The Nation’s influenza
program must include a comprehensive and critical look at all as-
pects of the system, including production and distribution of vac-
cine.

The current situation over the past few years caused concern re-
garding our ability to address an influenza pandemic in the United
States. Virginia has a pandemic flu response plan, but that plan
cannot be effectively carried out without having an adequate sup-
ply of vaccines and antiviral medications. We must rely on the Fed-
eral Government to assure this.

In Virginia alone, we estimate that during an influenza pan-
demic there could be more 1.3 million outpatient visits, over 28,000
hospitalizations and over 6,200 deaths in a 12- week period. The
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thought of these statistics alone are enough to make improving the
flu vaccine production and distribution system a high priority.

Given the estimated 36,000 people that die each year in the
United States due to flu, I believe addressing the flu vaccine pro-
duction and distribution problem should be a high priority for Con-
gress. Government must support improvements of the vaccine pro-
duction process and consider ways to ensuring that enough flu vac-
cine is available.

Thank you for the opportunity to speak to you, and I will be glad
to answer questions.

[The prepared statement of Dr. Stroube follows:]
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Chairman TOM DAVIS. Well, thank you all.
I would ask unanimous consent to put in the record a letter from

a Mr. Victor Schwartz talking about his concerns about product li-
ability issues for a national vaccine strategy.

And Mr. Waxman wanted to put in the record a letter to Sec-
retary Thompson signed by Evan Bayh and Rahm Emanuel.

Without objection, those will go into the record.
[The information referred to follows:]
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Chairman TOM DAVIS. Let me start the questioning.
Dr. Young, on MedImmune, it just was called to my attention in

terms of what NIH was telling some of their employees about the
FluMist for some of their health care workers. For healthy people
who don’t fall into those vulnerable areas, FluMist is about all we
are going to be able to get this year. What level of protection does
that give, and if you are a health care worker or a vulnerable popu-
lation, why isn’t this used for them? Can you explain that?

Dr. YOUNG. Currently, because of the body of data we have from
our clinical trials, supports the use in healthy 5 to 49 year olds.
That is where the FDA approved it. We have done numerous stud-
ies in younger populations, older populations——

Chairman TOM DAVIS. Your 5 to 49-year-olds. Vulnerable popu-
lation is 65 and over?

Dr. YOUNG. Absolutely.
Chairman TOM DAVIS. That leaves me out. What do you do if you

are 55?
Dr. YOUNG. Although we have done studies——
Chairman TOM DAVIS. If you are a 55-year-old healthy guy where

does that put you?
Dr. YOUNG. You know, I ask the same question. I am 51 years

old, and I ask why should I not be able to receive FluMist when
my 49-year-old peer can. I certainly don’t believe that I am at any
worse risk to receiving——

Chairman TOM DAVIS. This was just in clinical trials.
Dr. YOUNG. That is right.
Chairman TOM DAVIS. There is no evidence that it doesn’t work.

It is just that is where it has been——
Dr. YOUNG. Well, in fact, we have—our original clinical trial was

in adults up to age 64. It is an interesting situation where, when
we went to the Vaccine Advisory Panel of the FDA the first time,
4 years ago, they actually recommended approval for all adults up
to age 64. In the meantime, 2 years later, 50 to 64-year-olds had
become a recommended population for the vaccine. When the com-
mittee was asked again, should this be approved now for 50 to 64-
year-olds, we were in a double jeopardy situation, and they said,
well, we think it is safe, but we can’t be sure that the efficacy has
been demonstrated sufficiently to recommend approval.

We had actually gotten the reverse message from the FDA on
that. They thought that we needed more efficacy data when, in
fact, there is no—all of the evidence from the clinical trails sug-
gests it is just as efficacious in that segment as in the lower popu-
lation, adult population segment.

So I think we need to relook at that, particularly in a situation
where last year we were recommending that 50 to 64-year-olds are
a high risk population and yet now we are saying that they
shouldn’t get it, when in fact we may have a vaccine that could be
useful in that population.

Chairman TOM DAVIS. Now, based on last year’s sale, you pro-
duced a smaller supply of flu vaccines this year, is that right?

Dr. YOUNG. That is correct.
Chairman TOM DAVIS. Does the vaccine shortage this season—

will that affect your decision next year? And is there any way you
can cook up a larger batch this year or it is too late?
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Dr. YOUNG. As I mentioned in my testimony, we actually had
some additional unfilled product in inventory in freezers, which we
are now thawing out and re—and filling to provide potentially an-
other million doses of vaccine. But we can’t ramp up de novo new
additional supplies beyond that.

Whether it will influence us to produce more vaccine remains to
be seen. We still have a lot of questions in the marketplace, a lot
of confusion.

Just this morning you heard Dr. Gerberding report about the re-
vised recommendations that came out 2 days ago suggesting that
healthy health care workers and those who care for young, young
children should be encouraged to use FluMist. While she was testi-
fying to that, the NIH put out a memo to their employees saying
they should not, in their hospitals, should not receive FluMist. So
again adding to the confusion that the agencies are putting out dif-
ferent mixed messages out there to the constituencies.

Chairman TOM DAVIS. OK. Thank you.
Ms. Grant, you mentioned in your testimony that demand drives

supply. What can the government do to help ensure that the de-
mand for the annual flu vaccine is predictable? We do that for
farmers. I mean, vaccine is pretty important.

Ms. GRANT. Well, I am going to start with a nonfinancial incen-
tive first. That is to make sure that we are all pulling in the same
direction in looking at the groups that aren’t getting immunized.
Only 67 percent of the seniors are getting immunized today, and
yet we all know that is a recommendation. So that we can work
with our agencies that care for Medicare patients, only 37 percent
of our health care professionals in a year are getting immunized.
They, obviously, are role models as well as needing to protect them-
selves. So we need to pull together to make clear year after year
that we aren’t anywhere near meeting the Healthy People 2010.

I think the other issue, a financial incentive that needs to con-
tinue to be discussed and reviewed, is you heard about the strate-
gic stockpile this year. Certainly that has turned out to be a wise
investment that CDC thought of planning for, having a few million
extra doses; and that is something which I would encourage your
committee to continue to look on favorably.

Now a little of a good thing goes a long way, and then we have
to balance to make sure what the appropriate sizing of such an an-
nual strategic stockpile would be so we don’t risk throwing away
excessive doses. But those two approaches would help drive de-
mand, which will drive supply.

Chairman TOM DAVIS. Thank you.
Mr. Kanjorski.
Mr. KANJORSKI. Thank you, Mr. Chairman.
Mr. Chairman, I have the great honor and privilege of being the

Member of Congress representing Aventis in the Poconos in Penn-
sylvania. I have had the occasion to be at the plant on numerous
occasions where 1,700 of some of the most highly qualified people
are working day and night to provide protection not only for the
influenza but other necessary vaccines.

My impression, having been there and met with the officials of
that organizations is that their first mission is to meet the needs
of the American population and the world population to fight infec-
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tious diseases such as influenza. It seems to me they have the ca-
pacity to do so.

They are frustrated, if I may say, that government has not par-
ticipated in the best way to get that done. We talk about it. We
have hearings on it. I think, as the Secretary referred and the
other gentleman on the panel, that nothing seems to be accom-
plished.

It seems that the Congress has hearings when we find out a dis-
aster such as this occurs, but after that we all go home. I dare say
we won’t have another hearing on vaccinations or vaccines until
the next terrorist attack or other such pandemic occurs in the
world, and we will all come in here, rub our hands, and say why
didn’t we all prepare for this, when all of the three witnesses today
that are appearing at this panel, and the three earlier witnesses,
are telling us out that there are things we can do to make sure
that we smooth out the line for demand, that we anticipate future
needs, that we anticipate pandemics and that we prepare to meet
those challenges at relatively small cost.

I think I heard the figure of $100 million for a plant, and I think
I have heard in the past maybe $1 billion of investment and other
incentives to this industry would really bring us up to high speed
to prepare for whatever we need at the highest technical response
that science can give us and industry can give us.

I did a little calculation, and that was part of my antagonism to-
ward the first panel. I am sure they are capable and doing the best
they can. But what you are talking about, if it were $1 billion, it
would cost us only 2 days of the cost of the Iraq war; and we are
talking about the risk of 300 million Americans and 6 billion people
in the world.

When you will look at the numbers in any regard and the lead
time necessary to meet these challenges, the expenditures of 2 days
of the Iraq war or a week of the Iraq war is miniscule. That money
I think could be made available by the Congress, and probably
there is a full intent to do so, except we have pretty terrible com-
munication between the executive branch with a plan, the Con-
gress with a response of priority, and then the people that are
going to do the work, the private sector in this country and all
around the world, that seem to be left out except when they run
into a problem or we have a problem. Then we have this tremen-
dous partnership that joins for these few days to soothe the Amer-
ican population so that everybody can go home and think that we
are prepared. We are neither prepared for a world influenza epi-
demic, and we are certainly not prepared for a biological attack.

So, with all of this criticism, Mr. Chairman, it is not without a
suggestion. I have enjoyed all of my visits to Aventis. I think they
would entertain either this full committee or a representative por-
tion of this committee to come up to the great Poconos Mountain
areas for a day or two, show you what they do, show you what the
industry does, show you the lack of coordination and cooperation
between government and the industry and our various regulatory
authorities and that we can walk away in 24 or 48 hours with an
actual knowledge of what has to be done by this Congress and the
executive branch of this government to really put a coordinated re-
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sponse to the challenge of viral and bacterial infections in the
United States. I highly recommend it.

Now I know I have a few minutes left.
Chairman TOM DAVIS. I will ask the staff to look at the that, too.
Mr. KANJORSKI. It is my invitation. Come on up there. You will

enjoy it.
Chairman TOM DAVIS. It will certainly be better for me than the

last time that I was in your district.
Mr. KANJORSKI. I agree with you, Mr. Chairman.
Mr. Chairman, Ms. Grant represents Aventis here. I just want

to throw the question: What do you think the government has to
do to help your company and other companies meet these chal-
lenges, not only of influenza but biological attack? What do we
have to do? And lay it out and be candid with us.

Ms. GRANT. Well, thank you, Mr. Congressman; and we are
equally honored to have you and your capable staff representing
our employees and our district. So I thank you.

I would say we certainly welcome the committee’s visit to the
great State of Pennsylvania and the wonderful Poconos. You might
want to consider doing it before the snow sets in, but—or after—
but we would love to have you up there.

Congressman, I had mentioned five recommendations; and I will
just reiterate two at this point.

First of all, it is the kind—a little kind of thing that I mentioned.
And that is, for some reason, there are SEC accounting guidelines
that just popped up in the last year or so which suddenly have cre-
ated inconsistencies with the language that CDC has been using
quite successfully with our and other companies for many decades
to build strategic stockpiles. So it is like the old adage of, but for
the nail in the horse’s shoe, the battle was lost. So this little thing,
which seems certainly within the purview of this committee, to per-
haps talk about getting those two agencies together to see if we
can’t work that out.

The second issue, the very important issue you mentioned, plan-
ning for pandemic. CDC, through the National Vaccine Program
Office, has just put out a draft plan for pandemic. We would
strongly encourage this committee to think about the need to pre-
pare now for the inevitable vaccine liability concerns and exposure
that are going to emerge when any company in the world is asked
to prepare a pandemic vaccine that by its very nature will not have
had years of clinical trails and experiences.

What we are saying is we need to bring that issue to your atten-
tion. We need to work with you to make sure that we balance com-
pensation and liability concerns so you are not disappointed when
the companies point out that they just can’t get in the business of
working on the pandemic vaccine when we are in the middle of the
pandemic.

So those are two of the five that I bring to your attention.
Chairman TOM DAVIS. Thank you very much, and thank you for

what your company is doing.
Mr. Cooper, thanks for your patience.
Mr. COOPER. If we focus on the short-term concerns for a second.

The earlier panel discussed the possibility of being able to halve
the dose so that twice as many people could receive the vaccine or
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the FluMist. What are the practical obstacles to making that hap-
pen, assuming that you got FDA approval for that?

Ms. GRANT. I am sorry, sir. As Dr. Fauci said, that is certainly
something that—I am not sure it is a short-term solution. Because
here we are in the midst of a season where we are already being
advised by the public health authorities not to go the route of im-
munizing healthy individuals; and, as you heard, the trials done to
date have been on healthy individuals. So while I believe my medi-
cal colleagues would suggest that there may be some promise in
looking at that, it is probably too late this year to really think that
is going to solve our problem.

I would be happy to ask my colleague, Dr. Johnson, to comment
if he wishes.

Dr. YOUNG. If I can make a comment to that. I think the biggest
concern is that there is concern now that the injectable vaccine
doesn’t work as well in the elderly as their immune system starts
to decline with age. So the thought of halving a dose in a popu-
lation which is currently thought to be suboptimally responding to
the vaccine——

Mr. COOPER. So your product is for the healthy, 5 to 49, and
could you halve the dose there?

Dr. YOUNG. Actually, half the dose would still fall in the speci-
fication for the vaccine.

Mr. COOPER. So you could do it?
Dr. YOUNG. The problem is that then you would have to adjust

the shelf life to make it a much shorter half life so it doesn’t fall
below that spec over time. So unless the vaccine is used very quick-
ly, that would be a problem.

Mr. COOPER. But FluMist could probably do it, if you got FDA
approval?

Dr. YOUNG. Unfortunately, there is not a lot of data that sup-
ports being able to do that.

Mr. COOPER. I said if you got FDA approval.
Dr. YOUNG. Certainly.
Mr. COOPER. Second question. A number of jurisdictions across

the country unfortunately ordered only from Chiron. What do we
tell those jurisdictions that basically have no flu vaccine at all right
now?

Ms. GRANT. As Dr. Gerberding said, literally Tuesday morning,
as Blackberries were being worked at another hearing and the im-
pact of this announcement became known, our company began to
work with her staff to being to understand which States, particu-
larly the public health sector, although it only buys about 10 per-
cent of the vaccine, is and is not—does and does not have access.

As you heard, and I would like to reiterate, what we are working
on together is to figure out where there is lack of coverage and
then do the best we can. As she said, it won’t be perfect, but the
pledge is to try to make sure that we are able to provide some vac-
cines to all public health sectors.

Mr. COOPER. Let me put in a word for Nashville, TN, because it
is my understanding that none of our hospitals in our city were
able to get any vaccines. So it would be helpful there.

Third, for Aventis. When you sell the vaccine to a distributor, are
there any safeguards against price gouging in the contract?
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Ms. GRANT. OK. Well, in the case of a distributor, by their very
nature, they intend to sell it on. So as far as our contract goes, we
do not, per se, have controls over the price they charge.

I will say, however, Congressman, that as both an attorney and
as a former health commissioner, I am well aware of the price—
I think we should all be aware of the price-gouging laws that exist
in every State and certainly our company would find that—any
kind of price-gouging behavior absolutely outrageous and would en-
courage, if we hear from any customer or patient, to contact their
local authorities to find out what their remedies are.

Mr. COOPER. How would you define price gouging? As a doubling
of the price? What would it be?

Ms. GRANT. That is an interesting question. I really haven’t
thought about it to begin to volunteer a standard. But that might
be one of those things that we would know when we see it.

Mr. COOPER. I think we are going to have a hard time reporting
it unless we give them an idea of what the standard would be. If
they don’t know what they are going to report, you know, what is—
what does the average vaccine sell for?

Ms. GRANT. Well, I will just say that our company has made very
clear—our prices are known. It would be visible.

Mr. COOPER. What is the price?
Ms. GRANT. As was suggested, in general, it varies by the cus-

tomer class and the type of vaccine. In general, this year it is be-
tween $8 and $10; and then the pediatric vaccine, the list price is
about $12 a dose.

Mr. COOPER. So if customers were to see, $20, $25, that would
be a doubling of the price; and that might count as gouging.

Ms. GRANT. A customer certainly might want to ask questions
about that.

Mr. COOPER. There are a lot of other long-term concerns.
I appreciate everyone’s testimony. I think you have given this

panel and Congress a lot to think about; and hopefully we will be
able to respond not only to this sort of problem but also a possibly
larger problem, should bird flu or things like that come to the fore.
Thank you very much.

Chairman TOM DAVIS. Thank you.
Mr. Van Hollen, thanks for your patience.
Mr. VAN HOLLEN. Thank you, Mr. Chairman. I also want to

thank all of the witnesses for their testimony; and, Dr. Young,
thank you for your testimony.

MedImmune is in my congressional district, Mr. Chairman, right
here in Gaithersburg. So I think when we are planning that trip,
Mr. Chairman, I just want to—we should make sure we stop in
Gaithersburg, which is, of course, very close by here. I am sure
that the company would be happy to have the committee visit.

Let me ask you, Dr. Young, or anybody else, but you in your tes-
timony talked about the fact that there were a number of children
last year who died of the flu who would have been eligible to re-
ceive FluMist. You were here I think for the testimony of Dr.
Gerberding, and she was very reluctant to answer the question:
What will be the direct health effect of this shortage that we are
facing now in terms of the numbers of deaths and the number of
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people hospitalized? And her answer was we can never predict the
severity of the flu season and flu strain.

I understand that in terms of absolute numbers. But in terms of
percentages, you know, given a particular flu season and the sever-
ity of that, do you have any estimate as to what this crisis is going
to mean in terms of additional lives lost in this country?

Dr. YOUNG. I think it is very hard to come to a precise number,
and it all depends on how well the available supplies of vaccine are
deployed to the highest risk individuals.

Clearly, if we can continue to administer the available vaccine in
that highest-risk elderly population, then clearly we can avoid a
fair number of deaths, much like previous years.

Mr. VAN HOLLEN. Right.
Now, I guess the question—maybe this was asked earlier. But

Aventis has obviously got contracts with certain providers already;
and some of those, I assume, were providers who were going to be
providing the product to people in the healthier range who would
be eligible for FluMist. I guess the question is whether or not there
is any discussions under way where we would redirect the Aventis
product, which has been cleared for the broad age group, to the
people at most severe risk and allow FluMist to be directed to
those in the healthier age range.

Ms. GRANT. Well, I hope I gave the right figure about 33 million
of our vaccine doses have already been distributed; and they cer-
tainly were, I am sure, sold to customers caring for all different
populations.

You heard Dr. Gerberding say that, as we speak, our people are
working with her people to figure out, certainly at the county level,
where vaccine is. So I think we are always open—I mean, that will
be, of course, a matter among the health providers at that level.
The sheer scale—it would be unwise to promise too much because
the sheer scale of the difference between the vaccine that we have
produced and what under the best of circumstances can be avail-
able from FluMist won’t solve the problem. But we will work to-
gether through CDC.

Mr. VAN HOLLEN. Let me ask you. You mentioned Dr.
Gerberding and the fact that you are in discussions with some of
your—the people you provided the product to and trying to figure
out where it is and how we can get it to the most at need and risk
populations. Has there been any reluctance on the part of Aventis
to provide that information to public health officials at the county
and State levels?

Ms. GRANT. I wouldn’t characterize—I think the cooperation has
been terrific. As I understand and in personally talking with her
and in personally talking with our CEO who has been working
with her, we are trying to do everything the best we can.

We are suggesting that there are some ways—just last year
when we faced the late season surge demand and there was sort
of the first instinct to, well, let’s know where all of the vaccine is,
having worked in the field for some 30 years our people knew that
a lot of that vaccine had already been distributed. So that probably
the first instinct should be let’s ask people what they still have.
Rather than trying to set up an enormously elaborate information
system, sending things out, wondering why we are not hearing
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back, just go out to people generally and say, if you have vaccine,
please contact your local health officers. And that was actually
rather successful.

So I don’t think it is a question of reluctance. I think it is ques-
tion of talking through practically what are you likely to get in the
way of the best response to solve the problem. And that is as I un-
derstand where we are.

Mr. VAN HOLLEN. Good. Now I understand that with respect to
the FluMist, because of the whole range of issues you discussed in
your testimony, you didn’t plan to produce more this year; and
given the production times, it is just not feasible to do more than
an additional million doses. Is that——

Dr. YOUNG. That is absolutely correct.
Mr. VAN HOLLEN. Dr. Fauci testified about some very, very im-

portant and good long-term options, but as we discussed the short-
term options, I think your testimony is pretty clear. It is not so
much in terms of our ability to generate more vaccine. It is a ques-
tion of just using what we have and redistributing it.

Dr. YOUNG. Oh, yeah. If you look at the long-term planning that
goes into supply requirements, it is years of planning. We have
long-term 3-year, 4-year contracts with the egg producers to make
sure that we have adequate supplies of substrate we need to grow
the vaccine. Once we finish our campaign and stop making vaccine,
the egg supply dries up; and, consequently, we can’t go back and
manufacture more product in a rapid response mode. So we have
to really understand up front where the demand is going to be in
order to ensure that we have adequate supplies on hand.

Mr. VAN HOLLEN. All right. Let me just ask one more.
In previous years, as I understand it, individuals in the 50 to 65-

year range were also defined to be at high risk, is that right?
Dr. YOUNG. That is correct.
Mr. VAN HOLLEN. So when we get the list now of who is a high-

risk group, it is really not based on a health decision. It is saying,
here is the doses we have available, these are the people most at
risk, but that those other individuals in this other age category, in
terms of health analysis, they continue to be at risk as much this
year as they were last year, right?

Dr. YOUNG. Absolutely. It is basically a triage system to say,
with limited supply, who can we prioritize and ensure that we have
the least—the greatest benefit for the amount of vaccine we have.
And that is—it is a very difficult decision to have to say to some-
one, last year, you—we told you to get the vaccine. This year, we
are telling you not to get the vaccine.

Mr. VAN HOLLEN. Thank you very much.
Chairman TOM DAVIS. OK. Any other questions?
Mr. VAN HOLLEN. No.
Chairman TOM DAVIS. Thank you all very much.
I know Ms. Blackburn is on her way over, so I am going to ask

a couple of other questions as well.
Dr. Stroube, let me ask you: For those individuals who don’t fall

into the high-risk priority group for the flu vaccine, what pre-
cautions can they take to reduce their risks of contracting the flu?

Dr. STROUBE. Well, what we put out in—I was trying to find my
press release so I can tell you exactly what we are telling people.
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It is, basically, wash your hands if you have—anytime you think
about it, anytime you have been with somebody or if you have a
runny nose, to keep from spreading, to use good hygiene, to avoid—
if you are sick with the flu, going in nursing homes, around people
who are ill. Those are the type of recommendations we are making.

Chairman TOM DAVIS. Now, washing the hands, that is not—how
does washing the hands help? Because your hand comes in contact
with your face and everything else?

Dr. STROUBE. You rub your mouth and eyes, and then you have
picked it up on your hands and you are transmitting it back to
yourself.

Chairman TOM DAVIS. So washing your hands frequently would
be one thing.

Dr. STROUBE. That is one thing. That is a traditional public
health message for all kinds of things. But that is one of the things
that we are stressing.

Chairman TOM DAVIS. What are we trying to do in Virginia since
the British supply is now canceled for us? Are we going to try to
work with the Center for Disease Control and Aventis and try to
get some of that released for our vulnerable population?

Dr. STROUBE. Well, yesterday we had a video conferencing with
all of our health directors all across the State and their staffs; and
we are trying to find out what is going on from southwest Virginia,
northern Virginia, the whole place, and come up with some consist-
ent policies for the State. So we put a freeze yesterday on the vac-
cine we did have until we can sort out where it is and make sure
it is equitably distributed.

Some of our local health departments got vaccine directly. Others
didn’t. So we want to try to do that. We want to come up with some
knowledge of where the most needs are.

Yesterday, we were overcome, overwhelmed with nursing homes
calling in and said they were relying on getting the vaccine from
Chiron and don’t have it. So we have to sort out who has vaccine,
who needs it, and then figure out how we can match that up. And
some will need persuasion, hopefully moving some of the vaccine
that people have and using their good will to let us take it to other
places on it.

We were actually hoping that we would be able to do more with
the halving of the doses, but that doesn’t look like it is going to be
viable.

Chairman TOM DAVIS. How do private doctors get it? Do they get
from the State or contract individually?

Dr. STROUBE. In Virginia, they contract directly with the dis-
tributors on it.

Chairman TOM DAVIS. Are you coordinating with them, too, to
see what they have available, what doctors might——

Dr. STROUBE. Exactly. We sent out—like I was saying, 54,000 e-
mails and faxes went out late Tuesday, early Wednesday to all of
the health care providers. We have a law in Virginia now that re-
quires that to provide their e-mail and fax to us, and we have that
in a data base. We sent it out urging them to work with us, and
we will be following up on that, trying to—at a local level, that will
be passed off to our districts.
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Chairman TOM DAVIS. Thanks. Let us know how we can help.
Obviously, you learn from what has happened this year, and we
just want—we don’t want a reoccurrence, but we have to get
through this year as well.

Mrs. Blackburn.
Mrs. BLACKBURN. Thank you, Mr. Chairman; and I want to

thank our panel for being here, all of the witnesses that have par-
ticipated today.

In my State, in Tennessee, this is something that is important
to us; and we are, of course, concerned about our supply, just as
everyone else is. We have two suppliers, Chiron and—does about
a third of the supply, and then Aventis does about two-thirds of the
supply.

My question, Ms. Grant, is to you. You mentioned in your testi-
mony, in your written statement, that demand drives the supply
and what can the government do to help ensure that the demand
for the annual flu vaccine is more predictable each year? Because
one of the things that concerns me, and this is the reason that I
asked the question of you, is it seems that so many times, regard-
less if we are looking at public health policy or we are looking at
operational policy for governmental entities, whether it is the Fed-
eral, State or local entity, we are more reactive than proactive; and
we fail to plan. We think in short-term segments and not long-term
segments.

We know that you all have said—more than one of you have said
in your written statements in your testimony that it takes from 5
to 7 years for a new company seeking to locate in the United States
to be able to provide that vaccine. So, you know, I want you to, if
you will, talk for just a moment about process and what we can do
to do a better job with the predictable nature of what we would
need each year.

Ms. GRANT. Well, as I mentioned in a couple of the recommenda-
tions, that it is very, very important that we all speak with the
same language consistently, that despite the occasional setback, as
we clearly are going to face this year which is frustrating to all of
us, that we have to all agree that we are going to pull together to
continue to recommend to the various risk groups the importance
of being immunized.

And it is interesting, in Tennessee, I know that they are taking
very seriously something that wasn’t taken seriously a couple of
years ago, and that is the importance of using standing orders
when people are admitted to hospitals or nursing homes to make
it very easy and routine. That is a process. It is a simple thing, in
a sense. It is not so simple to execute it, but it is a simple thing
to ensure that every single patient who is a resident of a nursing
home or hospital year in year out is offered influenza vaccine.

There are millions of those patients, and that would have a pro-
found affect on a certainty that demand—if all hospitals in all
States we knew would do that, we would know how much more
vaccine is likely to be utilized.

We talked about the health care workers, only 37 percent. If we
had a common understanding that health care workers are ready,
willing and able to—and interested in protecting themselves and
their patients by being immunized.
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So there are many individual things that we can do.
I mentioned the strategic reserve. Again, while the strategic re-

serve is not the total solution, the predictability of the government
working with us collectively to think about what is the appropriate
amount to guarantee that the government sector is interested in
buying—we are not looking for that to be the total solution. It is
a private market. It is working reasonably well. But those are a
couple of very important things that we can start talking about.

Mrs. BLACKBURN. Thank you.
Dr. Young, I would like to hear from you and then Ms. Grant

talking about, with a company who wants to locate, wants to create
a flu vaccine and the 5 to 7-year window of time—which I think
really is pretty optimistic if you are looking at it. But knowing the
demand for vaccine is not going to be decreasing, it is going to in-
crease, talk for a moment, if you will, about what you think that
we should be looking at to shorten that window of time to create
some efficiencies within what is a very heavily bureaucratic system
which makes it very difficult for anyone who is doing R&D work
or creating a vaccine to walk through that process. I would love to
hear your thoughts on that.

Dr. YOUNG. It is a very complex issue, to say the least. Clearly,
the vaccine business—the entire pharmaceutical business is highly
regulated, as it well should be, to protect the safety of the public
who receives these vaccines and drugs. So, clearly, very stringent
standards have been established for current good manufacturing
practices; and it is quite clear that it takes significant investments
to meet those standards to design, construct, validate. We have to
demonstrate that the process works reproducibly within certain pa-
rameters, time in and time out, to assure the quality of the prod-
uct.

It is particularly significant when you start talking about biologi-
cal products like this. It is not like chemical processes that are very
easy to control and maintain strict control over the parameters of
production. It is the manufacturing of biological products that be-
come very labor intensive and testing intensive to ensure the high
quality of that product.

So, unfortunately, there aren’t really any easy shortcuts building
a plant, designing a plant, and then validating and operating that
plant. We have to put in some very strict standards to ensure the
reproducibility, the safety and the potency of that product time in
and time out; and, unfortunately, there aren’t just any shortcuts to
doing that.

Mrs. BLACKBURN. Ms. Grant.
Ms. GRANT. I would say certainly, as a company, we are used to

planning 5, 10 years out. So while it is a long timeframe, the most
important thing I would say for the government and this committee
to think about right now are two or three things not to do. To tell
our management and our shareholders in the world that we should
continue to increase our capacity, which we want to do at Aventis,
we have to make sure that the government is not going to chill our
interests. So two things I would not do.

I would not think about what is sometimes described as the
GOCO, or the government-operated facility. That is not what we
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are looking for in the way of competition. We are looking for
healthy private sector competition, and we will welcome that.

I think the second issue is the notion that we are sort of skirting
around today, some of the taking issues. We would like to say that
the first order of business is to really work collaboratively with the
public sector to make sure that we get through tough situations
and seasons without sort of jumping to more Draconian solutions.

It is always very welcome to have Congress work with State offi-
cials on environmental issues to make sure that, while we never
compromise safety or other standards, that, nevertheless, that
things—we work together and know that we want to get there in
the next few years and work out those issues.

Mrs. BLACKBURN. Thank you. Thank you, Mr. Chairman.
Chairman TOM DAVIS. Thank you very much.
Just a couple of last questions and we will let you go.
Ms. Grant, it is already October. Soon you are going to begin the

process of developing and producing a new flu vaccine for next
year. What does this do to avoid the shortages next year and the
contingency plans, and we are not even sure that Chiron will be
producing next year at this point. How do you factor that in?

Ms. GRANT. Well, certainly everyone in our company is very con-
cerned about that type of issue; and I can only finish by repeating
the pledge that we are taking into account all of the information
in the environment, just as this year. We are seeing how we can
optimize, maximize our production capability. This will certainly
influence, as we hear more from the government over the next
month or so, what we can do. We do have a certain maximum ca-
pacity. We are scraping up against that. But we are going to do ev-
erything possible to make sure we maximize.

Chairman TOM DAVIS. Easy for me to say, but then all of a sud-
den, if everybody else gets in the business and you are stuck hold-
ing 40 million shots, then it hits you financially. So isn’t that part
of the equation?

Ms. GRANT. It is a factor. And I just would say that is why we
have to work together to make sure that we continue to increase
the demand so that we always feel comfortable our ability to sell
increased supply is justified by seeing the demand will be there.

Chairman TOM DAVIS. Well, we appreciate what you are doing.
I am glad you are here. You are our saviors this year.

And, Dr. Young, that goes for your company as well. Same an-
swer that I just talked about in terms of capacity for next year.

Dr. YOUNG. Absolutely. I mean, I think we have to look at the
overall situation. Clearly, if more vaccine were available and the
recommending bodies would be more proactive in trying to promote
the use of the vaccine—just like this year. They have cut back on
vaccine when it is—the recommendations in terms of who should
get it, to prioritize who gets the vaccine in the event there is excess
vaccine, they ought to be going in the other direction and saying,
look, we have extra vaccine. We ought to be using it more broadly
in kids. Only 10 percent of kids get vaccinated now. We ought to
be pushing that in that event in order to spur more demand.

Chairman TOM DAVIS. 36,000 deaths, that is a lot of people that
could have probably been—any of those been vaccinated? I mean,
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these are the people who don’t get vaccinated for the most part,
right?

Ms. GRANT. It certainly is an issue. We knew last year that most
of the children, sadly, the pediatric cases that resulted in death
had not been vaccinated. So the public needs to understand that
it is a very serious disease in the elderly and the young children
and make sure they are immunized.

Chairman TOM DAVIS. Guys like me and Dr. Young, I guess we
just keep washing our hands.

But thank you very much, both of you, for what you are doing.
Dr. Stroube, thank you for your leadership at the State level. Let’s
work with you every way we can in the Commonwealth.

With that, the hearing is adjourned.
[Whereupon, at 1:35 p.m., the committee was adjourned.]
[Additional information submitted for the hearing record follows:]
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