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(1)

THE NEXT FLU PANDEMIC: EVALUATING U.S.
READINESS

THURSDAY, JUNE 30, 2005

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, Shays, Burton, Gutknecht, Dent,
Waxman, Maloney, Cummings, Kucinich, Clay, Watson, and
Ruppersberger.

Staff present: Melissa Wojciak, staff director; David Marin, dep-
uty staff director/communications director; Keith Ausbrook, chief
counsel; Robert Borden, counsel/parliamentarian; Rob White, press
secretary; Drew Crockett, deputy director of communications; Susie
Schulte, professional staff member; Teresa Austin, chief clerk;
Sarah D’Orsie, deputy clerk; Kristina Sherry, legislative assistant;
Leneal Scott, computer systems manager; Phil Barnett, minority
staff director/chief counsel; Karen Lightfoot, minority communica-
tions director/senior policy advisor; Naomi Seller, minority counsel;
Josh Sharfstein, minority health policy advisor; Earley Green, mi-
nority chief clerk; and Jean Gosa, minority assistant clerk.

Chairman TOM DAVIS. Good morning. The committee will come
to order.

I want to welcome everybody to today’s oversight hearing to
evaluate the U.S.’ ability to respond to the threat of a global influ-
enza pandemic. This is the committee’s fifth hearing over the past
2 years on issues surrounding influenza and our public health sys-
tem’s preparedness levels.

The past few annual influenza seasons, as well as the recent
spread of avian flu across Asia, have raised the urgent question of
whether the United States is prepared to deal with the threat of
a flu pandemic. Today, we will assess our public health system’s re-
sponse capabilities at the Federal, State and local levels and deter-
mine what additional measures are needed in order to improve
preparations and reduce the risks imposed by an avian flu out-
break.

The experts tell us the next flu pandemic is a matter of when,
not if. No one knows exactly when it might strike or whether the
next worldwide pandemic will be a version of the avian flu, which
you will hear today referred to as H5N1 or ‘‘avian influenza A,’’ or
a different influenza strain.
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What is not up for debate is what the stakes are in dollars, re-
sources and human lives. They are enormous. According to experts,
the next pandemic would be worse than the Spanish flu, which is
estimated to have caused the deaths of 40 million to 50 million peo-
ple worldwide in 1918 and 1919. Given the global integration of to-
day’s economic markets and the capacity for rapid travel from one
corner of the globe to another, a pandemic would move around the
world in the same amount of time it takes to fly from New York
to Tokyo.

This occurred in the case of the SARS outbreak 2 years ago. In
the estimation of several international scientists, including U.S.
public health officials, a flu pandemic is the largest public health
threat facing the world today. Flu pandemics generally occur three
to four times per century when novel flu strains emerge and are
readily transmitted from person to person. There is a strong feeling
among the public health officials that the next one is imminent.

Today, we will examine what actions and planning procedures
have been and still need to be taken at Federal, State and local lev-
els to adequately handle a global communicable disease outbreak.
Early detection of new strains and the rapid development of effec-
tive vaccines are important keys to protecting the public against
the flu and anticipating potential outbreaks.

The World Health Organization, the Center for Disease Control
Prevention and other public health organizations have been con-
ducting surveillances in Asia, where H5N1 is now circulating and
to date has infected and killed more than 50 people in Vietnam,
Cambodia and Thailand. The H5N1 flu strain is extremely virulent
and most humans lack immunity.

Why is this surveillance so important? As we have heard in pre-
vious testimony before this committee, flu vaccines become obsolete
following each season and require constant reformulation. Once the
next pandemic flu strain has been identified, a vaccine would take
at least 4 months to produce. Furthermore, only a few countries
have flu vaccine production facilities, and the United States is
home to just one of them. Anti-viral medications, which could help
alleviate symptoms of those who contract the pandemic flu virus
and help reduce mortality levels are considered a strong first line
of defense until a vaccine can be produced and administered.

But the United States has only contracted for or stockpiled in its
strategic national stockpile enough courses of the anti-viral
Tamiflu to cover 5.3 million people, significantly short of the World
Health Organization’s guideline of 25 percent of the population. So
let’s do the math. We are about 62 million under the WHO guide-
lines, and we can cover 5.3 million today.

These statistics are disconcerting and we will be asking our gov-
ernment witnesses today if we should be doing more to protect
Americans against the threat of avian flu. I understand some of
our witnesses this morning will express concerns about our pre-
paredness levels and Federal funding for States and localities.

I look forward to constructive dialog regarding those concerns. I
know we all share the same goal at the end of the day: a public
health system that is adequately prepared and equipped to deal
with an outbreak of a deadly and contagious disease. We must not
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only be preparing for the likely course of events, but we have to
be expecting and be able to adjust to the unexpected.

[The prepared statement of Chairman Tom Davis follows:]
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Chairman TOM DAVIS. We have a great selection of witnesses to
provide testimony this morning. Dr. James LeDuc, Dr. Anthony
Fauci, and Dr. Bruce Gellin from the Department of Health and
Human Services will discuss the efforts being taken at the Federal
level to plan and prepare for a flu pandemic. They will also de-
scribe preparedness coordination efforts with State and local au-
thorities.

Joining us on our second panel will be Dr. Marcia Crosse of GAO
who will discuss lessons learned from previous annual flu seasons
that can be applied to pandemic preparedness. Ms. Mary Selecky,
the Washington State Secretary of Health, will be testifying today
on behalf of the Association of State and Territorial Health Offi-
cials, to provide an assessment of State and local public health de-
partments’ ability to respond adequately to a full pandemic.

Dr. Shelley Hearne, executive director of Trust for America’s
Health, which recently produced a noteworthy report, will provide
an assessment of improvements to the public health system’s re-
maining vulnerabilities. We have also invited the two companies
who partnered together to research and develop the anti-viral
Tamiflu, Gilead Sciences, Inc. and Hoffman-La Roche, to discuss
anti-viral production and capacities and pandemic planning.

Dr. John Milligan, executive vice president and CFO of Gilead
and Mr. George Abercrombie, president and CEO of Hoffman-La
Roche will be joining us to discuss a recent dispute over the
Tamiflu license and what impact, if any, it might have on pan-
demic preparedness.

We welcome all the witnesses today and their testimony.
I would now recognize the distinguished ranking member, Mr.

Waxman, for his opening statement.
Mr. WAXMAN. Thank you, Mr. Chairman.
Today’s hearing comes at a time of high alert for the public

health system. Eight years ago, a lethal strain of influenza skipped
from chickens to humans and led to multiple deaths in Hong Kong.
The virus has continued to mutate and has become arguably the
most serious imminent threat to human health in the world.

From chickens in Hong Kong, the avian flu virus now infects wa-
terfowl species in 10 Asian countries. It infects ducks, domestic
cats and even wild tigers. Increasingly, it has skipped the species
barriers into humans. Over the last 18 months, more than 100 peo-
ple have been diagnosed with avian flu in Vietnam, Thailand and
Cambodia. Over half have died.

According to experts in infectious disease, this virus may be only
a few mutations away from becoming highly contagious and trig-
gering a global public health crisis. This hearing asks a simple
question: Are we ready? Unfortunately, we are going to hear the
answer: We are not. Our pandemic flu plan is still in draft form.
A vaccine against pandemic flu will take months to produce and
the global capacity to make such a vaccine falls far short of what
is needed. We have a fraction of the anti-viral medication we will
need to respond to a pandemic, and our public health system is un-
derfunded and straining.

Last year’s flu vaccine shortage exposed confusion and ineffi-
ciency in the delivery of key drugs. We have no stockpile of rou-
tinely recommended childhood vaccines. There are major shortages

VerDate 11-MAY-2000 10:18 Sep 06, 2005 Jkt 000000 PO 00000 Frm 00010 Fmt 6633 Sfmt 6633 D:\DOCS\22808.TXT HGOVREF1 PsN: HGOVREF1



7

of qualified personnel around the country. If a global pandemic
were to start tomorrow, our country and the world would be in seri-
ous danger. According to experts, as many as 500,000 Americans
could die.

It is unlikely the pandemic will start tomorrow. We are now in
the window between the sounding of the alarm bells and the start
of an outbreak, so we need to act quickly. A key priority is to finish
the pandemic plan. This plan needs to be specific enough so that
the Federal Government, States, localities, businesses and private
citizens are ready to step into their roles immediately.

A second priority is to mend the gaps in our public health sys-
tem. We must ensure that our local and State public health depart-
ments have the resources to conduct surveillance, organize a local
response, and distribute scarce vaccines and anti-viral medications.
It is appalling that the administration is proposing to cut support
for these activities by $130 million this next year. We must ensure
that key vaccines for children are stockpiled so we are prepared if
production lines are needed to make a pandemic flu vaccine. We
must invest in public health training and infrastructure.

A third priority is to develop the vaccine to make a vaccine
quickly and in large amounts. This is a major scientific challenge
that will require significant resources. So far, we have spent $4 bil-
lion to prepare for a smallpox attack, which is very unlikely, and
an anthrax attack which would likely be contained geographically.
We have not yet made this type of investment in effort to counter
an imminent and catastrophic strain of influenza.

A fourth priority is to stockpile anti-viral medications. Today, we
will hear from two companies responsible for the drug Tamiflu,
which is the only therapy that is believed to be effective against
avian flu. These companies are fighting about who has the right to
make the drug. I expect that they will hear a bipartisan message
today not to let their dispute interfere with the drug’s supply.

The biggest obstacle we have is complacency. For years, public
health experts warned the Department of Health and Human Serv-
ices that it needed a better plan to address the fragility of our vac-
cine supply, and for years we have heard reassuring platitudes
from officials about how everything possible was being done. Yet
when we had an actual flu vaccine shortage last year, we learned
the truth. The executive branch was caught flat-footed because
warning after warning had been ignored.

We need to have a zero tolerance policy for complacency. We
need to demand action, not empty promises. Being prepared for
pandemic flu is not a Republican or Democratic issue. We need to
join together to direct both more attention and more financial re-
sources to this serious threat.

I thank the witnesses for coming and I look forward to their tes-
timony.

Thank you, Mr. Chairman.
[The prepared statement of Hon. Henry A. Waxman follows:]
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Chairman TOM DAVIS. Thank you very much, Mr. Waxman.
Mr. Shays.
Mr. SHAYS. Thank you, Mr. Chairman. Mr. Chairman, thank you

for holding this hearing.
I would just say to our witnesses that we are very grateful for

the work that they do. I have had a number of visits to the World
Health Organization. I think it is one of the world’s treasures. They
are unbelievable. I just appreciate as well the work that we do in
this country.

I would just end by saying that flu is a tremendous practice for
biological terror. If we are ready for the flu, we are practically
ready for anything. Mother nature gives us this practice, and we
should take advantage of it on that level, but obviously most impor-
tantly to save lives.

So it is great that we are doing this hearing, and I thank you.
Chairman TOM DAVIS. Thank you very much.
Any other opening statements? Mr. Gutknecht.
Mr. GUTKNECHT. Just real briefly. Again, thank you, Mr. Chair-

man, for holding this hearing. I think on behalf of all Americans
who are learning more about the potential of this pandemic, we
want to make certain that we at the Federal level and NIH and
others are doing all we can to not only prevent it, but to come up
with potential solutions.

So again thanks for this hearing.
Chairman TOM DAVIS. Thank you very much.
Mr. Cummings.
Mr. CUMMINGS. Thank you very much, Mr. Chairman. I thank

you for holding this critically important hearing to evaluate our
Nation’s preparedness to respond to pandemic influenza.

The Chiron Corp.’s inability to supply the United States with the
flu vaccine we anticipated for the 2004–2005 flu season exposed the
fragility of our Nation’s vaccine supply. This colossal failure to get
it right last flu season raised some serious questions about our Na-
tion’s preparedness to lessen the impact of a more destructive
strain of the flu that could trigger a global pandemic.

Avian flu is considered increasingly likely to cause a pandemic.
Experts estimate that a pandemic will result in the deaths of over
500,000 Americans and infect 25 percent of the world’s population.
The Baltimore Sun on June 12, 2004 reported in an article entitled
Fears of Flu Pandemic Spearheading Preparations, ‘‘The threat of
an avian flu pandemic from Asia could cause 12,000 deaths in the
State of Maryland early on, with the possibility of many more
later.’’

The article continues by noting that, ‘‘More conservative esti-
mates from the U.S. Centers for Disease Control and Prevention
suggest 1,600 to 3,700 Maryland deaths and 16,000 hospitaliza-
tions.’’ Mr. Chairman, I ask that this article be included into the
record.

[The information referred to follows:]
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Mr. CUMMINGS. One need not be an expert to comprehend the
magnitude of this loss of life and the disastrous impact a flu pan-
demic would cause to our economy and to our society. With this in
mind, we must agree to move forward in the best interests of the
Nation and achieve our ultimate objective of ensuring that our Na-
tion is capable of effectively and efficiently addressing a flu pan-
demic. This begins with having a plan, one that covers intergovern-
mental coordination, the use of the strategic national stockpile, and
a process for distributing anti-virals and vaccines.

While the administration took a step in the right direction when
it released the draft pandemic flu plan, this plan is unfortunately
silent on critical details and is not yet finalized. How the vaccines
will be distributed, purchased, prioritized, and what information
will be conveyed to the public remain unresolved.

In light of the fact that State and local health departments will
function on the frontlines of a flu pandemic, I am deeply troubled
that the administration proposed undermining State and local pre-
paredness by cutting $130 million in Federal support of those ef-
forts in fiscal year 2006, with the World Health Organization stat-
ing: ‘‘Everything suggests that the situation we are in now, there
is a greater risk for a pandemic than for many decades.’’ We should
increase Federal funding of our public health infrastructure instead
of attempting to restore fiscal sanity to the detriment of public
health and safety.

It is also critically important to our Nation’s readiness that we
have adequate supplies of vaccines and anti-virals. While vaccines
are considered effective, they are difficult and slow to produce. Re-
grettably, apparent global capacity to make a flu vaccine will po-
tentially leave billions of people in need during a pandemic.

Equally disturbing is the fact that the United States is particu-
larly vulnerable to a shortage due to limited vaccine manufacturing
facilities in the United States. While the Federal Government
works to improve our Nation’s access to a safe, affordable and effec-
tive flu vaccine, it seems prudent that we also obtain anti-viral
drugs deemed effective against pandemic flu. It should be noted
while the World Health Organization recommends that countries
purchase enough of an anti-viral drug called Tamiflu to treat 25
percent of their population, the United States only has enough of
this drug to treat 2 percent of the population.

With last year’s flu season fresh in mind, we must ensure that
no Americans needlessly suffer or die due to poor preparedness.
Our Nation must be ready to safeguard our citizens by providing
them with either the proper treatment or means to prevent infec-
tion in the event of an outbreak. Any less would be a gross abdica-
tion of our responsibility to protect citizens from threats both seen
and unseen.

I yield the balance of my time and I thank you.
[The prepared statement of Hon. Elijah E. Cummings follows:]
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