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PREPARING FOR THE 2009 PANDEMIC FLU

TUESDAY, SEPTEMBER 15, 2009

HOUSE OF REPRESENTATIVES,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The committee met, pursuant to call, at 1:10 p.m., in Room 2123,
Rayburn House Office Building, Hon. Henry A. Waxman [chairman
of the committee] presiding.

Present: Representatives Waxman, Dingell, Markey, Pallone,
Eshoo, Stupak, Green, DeGette, Capps, Harman, Schakowsky, Ins-
lee, Baldwin, Butterfield, Melancon, Barrow, Hill, Matsui,
Christensen, Castor, Sarbanes, Murphy of Connecticut, Space,
McNerney, Braley, Barton, Hall, Upton, Deal, Whitfield, Shimkus,
Pitts, Walden, Murphy of Pennsylvania, Burgess, Blackburn,
Gingrey, and Scalise.

Staff Present: Karen Nelson, Deputy Committee Staff Director
for Health; Ruth Katz, Chief Public Health Counsel; Sarah
Despres, Counsel; Elana Leventhal, Policy Advisor; Stephen Cha,
Professional Staff Member; Alvin Banks, Special Assistant; Jen
Berenholz, Deputy Clerk; Mitchell, Smiley, Special Assistant; Ryan
Long, Minority Chief Health Counsel; Chad Grant, Minority Legis-
lative Analyst; and Aarti Shah, Minority Health Counsel.

OPENING STATEMENT OF HON. HENRY A. WAXMAN, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA

Mr. WAXMAN. The meeting will please come to order.

Today’s hearing on the 2009 pandemic HIN1 flu is a continu-
ation of this committee’s ongoing interest in learning more about
and staying on top of this developing and continuing situation. The
hearing builds on the work of Chairman Pallone’s Health Sub-
committee, which held an initial hearing on the issue earlier this
year.

From then until now, one thing has become crystal clear, even
as events continue to evolve. As a Nation, we must be prepared for
whatever the HIN1 virus brings in its path, to fight it as best we
can, and to ensure adequate and appropriate resources to treat
those who fall seriously ill.

We are especially pleased to have as our witness today the Sec-
retary of Health and Human Services Kathleen Sebelius. Secretary
Sebelius will share with us the government’s plan for addressing
this enormous challenge.

When the Health Subcommittee first met 6 months ago, there
was much we did not know about HIN1 virus. We didn’t know how
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dangerous the virus was. We didn’t know if there would be a vac-
cine available. We didn’t even know if the virus would return in
the fall. Many of those questions have now been answered.

We know this outbreak won’t be the false alarm of 1976, when
the surge of swine flu cases never materialized. Indeed, we are al-
ready seeing a large increase in cases, a pattern that is likely to
continue. The epidemic will undoubtedly lead to hospitalizations.
Schools may close. Health care facilities may become overwhelmed.
And almost certainly there will be some who will die.

But there is also good news. This administration has carried on
the efforts begun several years ago to prepare the country for the
very situation we must now tackle. The plans developed appear to
be unfolding appropriately, and experts tell us that, so far, the
2009 H1N1 epidemic will not be anything like that which occurred
in 1918, when an unusually dangerous flu virus devastated our Na-
tion.

More good news was reported just last week. We not only will
have an effective vaccine in place; studies now indicate that the
vaccine will probably require only a single dose rather than the two
doses many had predicted. As a result, I hope Secretary Sebelius
will report today that across the country we will have a good sup-
ply of vaccine, allowing us to avoid both the additional cost and the
additional needle stick that a second dose would mean.

I expect that we will hear more about this as well as other HIN1
flu activities from Secretary Sebelius. I know all of us are also par-
ticularly interested in getting the Secretary’s perspective on not
only the progress we are making in taking on this virus but also
the difficulties we surely will face along the way.

But as we make preparations and carry out detailed plans for
dealing with this new virus, we must also take heed of the battle
we confront annually against the seasonal flu. Each and every
year, some 36,000 Americans, mostly among the elderly, die from
this preventible disease. We can and should do much better than
that, and I hope that Secretary Sebelius can also share with us the
administration’s thinking on addressing this concern and, in par-
ticular, how that approach relates to its HIN1 strategy.

With that, on behalf of the entire committee, I want to thank the
Secretary for appearing before us today. We all look forward to
hearing from you and to learning more about the HIN1 challenges
that lie ahead. But before the Secretary will be recognized to make
her statement, I want to call on several of the members of the com-
mittee to make opening statements.

And we will start with Mr. Deal.

[The prepared statement of Mr. Waxman follows:]



3

Opening Statement for Chairman Henry A. Waxman
Committee on Energy and Commerce
Hearing on “Preparing for the 2009 Pandemic Flu”

' September 15, 2009 '

Today’s hearing on the 2009 pandemic HIN1 fluis a
continuation of this Committee’s ongoing interest in
learning more about -- and staying on top of -- this
developing and concerning situation. The hearing builds
on the work of Chairman Pallone’s health subcommittee

which held an initial hearing on the issue earlier in the year.

From then until now, one thing has become crystal
clear even as events continue to evolve: As a nation, we
must be prepared for whatever the HIN1 virus brings in its
path — to fight it as best we can and to ensure adequate and

appropriate resources to treat those who fall seriously ill.
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We are especially pleased, then, to have as our witness
today, the Secretary of Health and Human Services,
Kathleen Sebelius. Secretary Sebelius will share with us
the government’s plan for addressing this enormous

challenge.

When the health subcommittee first met six months
ago, there was much we did not know about the HIN1
virus. We didn’t know how dangerous the virus was. We
didn’t know if there would be a vaccine available. We

didn’t even know if the virus would return in the fall.

Many of those questions have now been answered.
We know this outbreak won’t be the false alarm of 1976,
when the surge of swine flu cases never materialized.
Indeed, we are already seeing a large increase in cases, a
pattern that is likely to continue. The epidemic will
undoubtedly lead to hospitalizations. Schools may close.
Health care facilities may become overwhelmed. And

almost certainly, there will be some who will die.
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But there is also good news. This Administration has
carried on the efforts begun several years ago to prepare the
country for the very situation we must now tackle. The
plans developed appear to be unfolding appropriately. And
experts tell us that so far, the 2009 HIN1 epidemic will not
be anything like what occurred in 1918, when an unusually

dangerous flu virus devastated our nation.

More good news was reported just last week. We not
only will have an effective vaccine in place; studies now
indicate that the vaccine will probably require only a single
dose, rather than the two doses many had predicted. As a
result, I hope Secretary Sebelius will report today that
across the country, we will have a good supply of vaccine,
allowing us to avoid both the additional cost and the

additional needle stick that a second dose would mean.
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I expect that we will hear more about this, as well as
other HIN1 flu activities, from Secretary Sebelius. I know
all of us are also particularly interested in getting the
Secretary’s perspective on not only the progress we are
making in taking on this virus, but also the difficulties we

surely will face along the way.

But as we make preparations and carry out detailed
plans for dealing with this new virus, we must also take
heed of the battle we confront annually against seasonal flu.
Each and every year some 36,000 Americans -- mostly
among the elderly -- die from this preventable disease. We
can and should do much better than that. I would hope that
Secretary Sebelius can also share with us the
Administration’s thinking on addressing this concern, and
in particular, how that approach relates to its HIN1
strategy.
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With that, on behalf of the entire Committee, I want to
thank the Secretary for appearing before us today. We all
look forward to hearing from her and to learning more

about the HIN1 challenges that lie ahead.
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OPENING STATEMENT OF HON. NATHAN DEAL, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF GEORGIA

Mr. DEAL. Thank you, Mr. Chairman.

I want to thank you for holding this hearing on the examination
of our Nation’s preparedness for the HIN1 flu virus as we approach
the flu season.

And I look forward to Secretary Sebelius’s testimony and wel-
come her to the hearing today.

As I mentioned during the subcommittee hearing last April, the
threat of a global influenza pandemic is one of the greatest public
health threats that we face today. When speaking to scientists, re-
searchers, health care providers, and other experts in the field, I
truly believe that it is not a matter of if a flu pandemic hits but
when. And I believe we have the responsibility to ensure the great-
est public protection possible when the situation arises. We all rec-
ognize that is not a simple matter.

Since the first reports of this novel strain of the influenza virus
began to surface earlier this year, U.S. and international authori-
ties have taken aggressive steps to mitigate the spread of the ill-
ness. This has taken the dedication and cooperation of all those in-
volved, both public and private sectors, particularly as the infection
rates have increased.

As my home State of Georgia and other areas in the South have
witnessed the easily transmittable HIN1 strain as it continues to
spread, particularly as we have now begun school somewhat earlier
than other parts of the country, we all recognize that this is a real
threat. I have been in contact with my State’s agencies, and they
are also coordinating, of course, with your offices at the Federal
level, and also as you are coordinating with international groups
during these months that will lie ahead as we try to deal with this
problem.

The current response to the HIN1 strain was coordinated in
large part with plans which were developed to respond to a similar
situation, the H5N1 avian flu. In 2006, Congress provided approxi-
mately $6 billion for pandemic planning and cross-agency collabo-
ration. These earlier efforts and others focused on preparedness for
emergencies have streamlined the response to this situation. While
our efforts to combat HIN1 have been aggressive, we must con-
tinue to monitor the situation closely and be proactive, as we hope-
fully will be able to avoid this but regrettably know that it will
probably increase in severity.

Again, thank you, Secretary Sebelius, for being with us today. I
look forward to your testimony.

I yield back, Mr. Chairman.

Mr. WAXMAN. Thank you, Mr. Deal.

Mr. Pallone.

OPENING STATEMENT OF HON. FRANK PALLONE, JR., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Mr. Chairman.
And thank you, Secretary, for being here today to give us an up-
date on the HIN1 situation.
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When the virus first hit, it was devastating. It caused sickness.
It generated fear. It caused panic. And it caused many deaths, and
there were many unknowns about the virus. We did not know how
the disease would present itself over time, how well it would re-
spond to the antiviral medications on the market today, or how
quickly it would develop resistance to those drugs. And we didn’t
know if and how quickly we would be able to develop and manufac-
ture a vaccine.

While we have learned more about the virus, and we have made
progress on the vaccine, it has spread worldwide across continents
and hemisphere. And now as a level six pandemic, the highest
warning level there is, it has continued to spread in the U.S. dur-
ing the summer months, which is unusual for the influenza, and
that adds to the unknowns and reinforces the fact that we still
have to take it seriously.

In my State alone, 17 people have died since the beginning of the
outbreak and over 570 have been hospitalized, and we have yet to
see the disease at its strongest. In addition, the peak of this flu co-
incides with the normal flue season, which on its own can be ex-
tremely taxing on the health care delivery system.

I am curious to hear how the Federal Government is tackling the
fact that this flu tends to affect individuals under 50 years of age,
unlike the seasonal flu that hits the elderly the hardest. The
younger population does not deal with disease often and tends not
to seek medical care as readily.

There have been many questions about our Nation’s ability to re-
spond to medical emergencies. Unfortunately, it is hard to justify
spending money on programs that are in place in case something
bad happens, especially since so many programs that are needed
on a daily basis have been chronically underfunded, but as history
has taught us, grand-scale disease outbreaks can be devastating.

At a time when our economy is just beginning to mend and the
number of uninsured is rising, we must now, more than ever, be
prepared for such a situation, and we don’t want to add to the
health insurance crisis, and we certainly don’t want to hinder the
economic recovery.

So I want to commend you and your team, Secretary, for the ex-
cellent work you have done on this issue. During the first wave of
the virus, I know you and your staff were working around the clock
to provide tests and test results States, to develop a vaccine, to
educate State and local governments, and keep the public informed
of the latest information on the virus and how best to protect them-
selves from becoming sick. So I want to thank you for that, and
look forward to hearing more today about how the Federal Govern-
ment is prepared for this next wave of HIN1. Thank you.

Mr. WAXMAN. Thank you, Mr. Pallone.

Mr. Barton.

OPENING STATEMENT OF HON. JOE BARTON, A
REPRESENTATIVE IN CONGRESS FROM THE STATE OF TEXAS

Mr. BARTON. Thank you, Mr. Chairman. Thank you for holding
this hearing.
And thank you, Madam Secretary, for being here.
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I want to say that this is a very important issue. Obviously,
America and the world is worried about the pandemic flu. We had
begun to discuss this this year back in April when we had a hear-
ing on the HIN1 virus. I would like to review some of the recent
history.

Department of HHS has responded by declaring a public health
emergency which has allowed the Food and Drug Administration to
approve the use of approved antivirals and other measures. The
Centers For Disease Control has responded by releasing antiviral
drugs from the Strategic National Stockpile. To date, all 50 States
have received their portion of that stockpile, which has been re-
plenished through purchases. HHS is working with the Depart-
ment of Homeland Security and is coordinating response efforts.

Much of this work has been successful because we aren’t break-
ing new ground. This committee and the Federal Government had
begun serious work back in 2004, so, in 2009, while we are not to-
tally prepared, we are better prepared than we ever have been.

There are still some issues that should be addressed, as outlined
in the President’s Advisory Council on Science and Technology. It
is my understanding that the administration is actively working to
address these concerns, and I look forward to hearing from you,
Madam Secretary, on those issues.

I guess that is it, Mr. Chairman. I have another part of my state-
ment, but it is on the overall health care reform, and I understand
that you limited your statement to the pandemic flu. So, in the
spirit of this hearing, I am going to do that.

I want to take a point of personal privilege and say I appreciate
all the good wishes that many of you have given me about my
birthday. Today is my 60th birthday. And 30 didn’t bother me.
Forty didn’t bother me. Fifty didn’t bother me, but 60 bothers me.
But I am glad to be having it, and I am blessed to have a great
family, great friends and I think to be on the greatest committee
on the House of Representatives.

So, with that, Mr. Chairman, I yield back.

Mr. WAXMAN. Thank you, Mr. Barton.

I, too, want to wish you a happy birthday, and tell you, you don’t
look a day over 59.

Mr. Dingell.

OPENING STATEMENT OF HON. JOHN D. DINGELL, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF MICHI-
GAN

Mr. DINGELL. Thank you, Mr. Chairman. The gentleman from
Texas has spoiled my opening remarks. It was my intention to con-
gratulate him as a fine young man who has performed well in his
responsibilities, and to congratulate him on his 60th anniversary
and hope that he reaches many more. I am sure that at the least
I am the first on this committee to have the privilege and the
pleasure to doing that.

So, Mr. Barton, all of us on the committee do wish you a very,
very happy birthday and many, many happy returns.

Now, Mr. Chairman, I want to thank you for holding this impor-
tant hearing.
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And I want to welcome Secretary Sebelius and thank her for
joining us this afternoon.

Madam Secretary, you recall that your father was a member of
this subcommittee, a very distinguished one, and I am sure that
gives you good memories when you appear in this room.

You have taken a proactive role in preparing our country for the
upcoming HIN1 pandemic by implementing surveillance proce-
dures to track an outbreak, mitigation measures to keep Americans
healthy, a proper vaccination plan, and a communications strategy
to disseminate information of importance. I want to commend you
and look forward to hearing your update on the administration’s
progress in planning for a potential outbreak.

At the same time, I want to recall that on an earlier occasion,
we made some fine mistakes in dealing with a health problem of
this kind on a related virus which led to some splendid costs and
some fine earnings for the legal profession. And I want to tell you,
Madam Secretary, I am pleased that you have not fallen into any
of the holes that your predecessors did on that one.

In any event, we have held, as all know, a hearing earlier on
H1N1 when there were only the first few people who were infected
with the virus. It appears that the spread of the influenza virus
that we are discussing did not let up during the summer as some
had hoped, and experts predict an increased number of cases in the
upcoming months.

As of September 5, 2009, my own State of Michigan has already
seen 3,419 confirmed or probable cases of HIN1. Further, 11 peo-
ple, most with underlying health conditions, have died after con-
tracting the virus. All 50 States have reported now that there are
cases of the virus within their borders, and Nationwide about 600
persons have died and 9,000 have been hospitalized. These figures
highlight the need for the Congress and the administration to work
together to prepare for the months ahead.

Preventing the spread of HIN1 will require collective action not
only from Federal, State, and local governments, but also from in-
dividuals as well. To address this, it is imperative that we prepare
evidence-based programs for parents, children, and businesses, and
also public health professionals, on what to expect as the Nation
prepares for more flu cases than seen in the past few years. I want
to applaud the administration and the Federal Government for
stockpiling vaccines, masks, antiviral medications, ventilators, and
other things necessary to address the potential upcoming problems.
Influenza is unpredictable, and we must indeed be prepared for a
wide variety of surprises.

Today, Federal, State, and local officers are planning and exe-
cuting multimedia outreach campaigns to arm Americans with the
information they need to best keep themselves healthy or to ad-
dress their problems once they become ill. This is imperative, be-
cause while we wait for HIN1 vaccine to become available, we
must each play a part in slowing or reducing the spread of the
virus with simple steps like handwashing and staying home when
sick.

Additionally, it is important for families and businesses to pre-
pare their strategies for dealing with HIN1. I have created an
H1N1 agenda for my own office, and urge other businesses here
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and elsewhere to do the same. I look forward to working with you,
Mr. Chairman, and the committee, and also with you, Madam Sec-
retary, as we seek to mitigate the outbreak of HIN1.

Thank you, Mr. Chairman.

Mr. WAXMAN. Thank you, Mr. Dingell.

Mr. Stupak.

OPENING STATEMENT OF HON. BART STUPAK, A REPRESENT-
ATIVE IN CONGRESS FROM THE STATE OF MICHIGAN

Mr. STUPAK. Thank you, Mr. Chairman, for holding this impor-
tant hearing on the pandemic flu preparedness.

Secretary Sebelius, welcome to the committee, and I look forward
to hearing your testimony on the Department of Health and
Human Services’ efforts to ensure Federal, State, and local public
health officials are ready to prevent or respond to the spread of the
HIN1 flu.

When the HIN1 outbreak began in late April, Federal and State
health officials acted quickly to deal with the outbreak. Among
other things, antiviral drugs were released from the National
Stockpile, and efforts were immediately undertaken to develop,
manufacture, and to test a vaccine. Congress provided an emer-

ency appropriation of $1.9 billion for a full response. An additional
%5.8 billion was authorized contingent upon a Presidential request
documenting the need for and the proposed use of the additional
funds. I am interested in learning how much of this money is actu-
ally going to public health agencies.

In our communities, particularly rural districts like the one I
represent, our local public health agencies, hospitals, and clinics,
shouldered the responsibility for responding to a public health cri-
sis. It is vital they receive financial support from the Federal Gov-
ernment.

HINI1 is unique from flu season. Unlike the seasonal flu, HIN1
affects a different population; in particular, young people with chil-
dren, younger adults, and pregnant women. From all indications I
have read, the vaccines for HIN1 will not be ready until mid Octo-
ber. I am looking forward to hearing from you on what types of in-
frastructure HHS and CDC will have in place to distribute the vac-
cines in a timely fashion to pregnant women, people who live with
or care for young children, health care and emergency services per-
sonnel, persons between the ages of six months and 24 years of
age, and people between 25 and 64 who are at a higher risk from
the H1N1 because of chronic health disorders like asthma.

As chairman on the Subcommittee on Oversight and Investiga-
tions, this is an issue I will continue to monitor following today’s
hearing. I look forward to your testimony and learning how well
the Federal Government is coordinating with State and particu-
larly local officials and as a Nation will respond and hopefully pre-
vent widespread outbreak.

Thank you, Mr. Chairman. I yield back the balance of my time.

Mr. WaxMAN. Thank you, Mr. Stupak.

By previous understanding with the minority, we said that the
only ones who would be recognized for opening statements would
be the chairman, the ranking member, Mr. Dingell, and then the
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Chair and the ranking member of the Health and the Oversight
Subcommittees.

But, without objection, the record will be held open for any open-
ing statements from any member that wishes to include them. I
want to do this and move on because—Mr. Walden, are you ready
for your opening statement?

Mr. WALDEN. Mr. Chairman, I will submit it for the record, be-
cause I don’t want to take too much time away from the Secretary.
I appreciate the opportunity to do that. I look forward to your com-
ments on this, and I do hope you will be able to come back at some
point because I am sure we have questions on the overarching
health care bill.

But I would just say that the flu is something we are all con-
cerned about. I have a son who is a sophomore at Wake Forest
University, which got swept pretty early on with the flu outbreak.
He got it. I don’t know if it was the HIN1 and neither does he, but
he has recovered, thankfully. But it is an issue all families are wor-
ried about. So I look forward to your testimony.

Thank you, Mr. Chairman.

[The prepared statement of Mr. Walden appears at the conclu-
sion of the hearing.]

Mr. WAXMAN. Madam Secretary, we are delighted to have you
with us. Your full testimony has been submitted in advance and
will be made part of the record, and we want to recognize you for
your oral presentation to us.

STATEMENT OF THE HONORABLE KATHLEEN SEBELIUS, SEC-
RETARY, U.S. DEPARTMENT OF HEALTH AND HUMAN SERV-
ICES; ACCOMPANIED BY REAR ADMIRAL ANNE SCHUCHAT,
MD, ASSISTANT SURGEON GENERAL, UNITED STATES PUB-
LIC HEALTH SERVICE, DIRECTOR, NATIONAL CENTER FOR
IMMUNIZATION AND RESPIRATORY DISEASES

Secretary SEBELIUS. Thank you very much, chairman Waxman,
Ranking Member Barton, Mr. Deal, Mr. Pallone, Chairman Emer-
itus Dingell, Mr. Stupak, Mr. Walden, members of the committee.
It is very good to be back before the Energy and Commerce Com-
mittee. And I appreciate the opportunity to give you an update on
the public health challenges of the HIN1 influenza.

Let me just start by saying the administration is taking these
challenges very seriously. In fact, the night I was sworn in on April
28, I went immediately to the situation room because this virus
was just breaking out, and from day one, this has been very high
on my radar screen.

We are working in close partnership with virtually every part of
the Federal Government, but also with Governors, mayors, tribal
leaders, State and local health departments, emergency personnel,
working with the medical community, the private sector, to actively
prepare for the virus outbreaks that may develop over the next few
months and to have some mitigation strategies in place in the
meantime.

Since the initial outbreak of the 2009 influenza, not only has a
worldwide pandemic been declared, it has also presented itself as
the dominant flu strain in the southern hemisphere during the
winter flu season. Here in the U.S., we continued to see HIN1 flu
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activity over the summer, which is unusual, and as a number of
you have already noted, it has increased now that the fall is under
way. We are anticipating further increases in flu cases as seasonal
flu begins circulating among us.

We have provided, Mr. Chairman, each of the members with an
update that is at your seats with some more details on the current
situation, including a situational update that is on, I think, the
third page of your handout. Dr. Anne Schuchat from the Centers
for Disease Control is with me today, and CDC gives us the these
situational updates on a daily basis, and we wanted you to have
the newest information.

Although evidence to date shows that the virus has, fortunately,
not changed to become more deadly, what we know is this influ-
enza is unpredictable, and we need to monitor both the impact of
the 2009 HIN1 and seasonal flu throughout the next several
months.

The virus is in fact in more people than we typically see with
seasonal flu, including children, younger adults, and pregnant
women, and slowing this spread of the virus is a responsibility
shared by all of us.

Chairman Emeritus Dingell already referenced there are some
simple steps; handwashing, covering coughs and sneezes, and stay-
ing home when you are sick are important steps. The government-
wide web site, www.flu.gov, does have comprehensive information
about what to do to avoid getting the flu.

And I would suggest, Mr. Chairman, I know we have commu-
nicated this to the offices, but on that Web site, flu.gov, are widg-
ets. If any Members of Congress want to put a widget on your own
Web site so that your own constituents can monitor on a regular
basis, see the latest basis CDC guidance, get regular information,
we would strongly encourage you to do that. If I am speaking in
techno speak, a 12-year-old can be hired easily and tell you what
to do with a widget. My recommendation.

Oh, I apologize, Ranking Member Barton, I should have started
with a happy birthday. And you will find the 60s will treat you
well. It is a good place to be.

To date, the CDC has issued recommendations on how individ-
uals, schools, child care settings, colleges and universities, large
and small businesses can guard against the flu, as well as a recent
guidance on the appropriate use of antiviral drugs. Again, all of
those are on the Web site and can be downloaded and shared with
constituency groups if you are going to have some meetings at
home. Guidance on infection control and worker safety in health
care settings is forthcoming in the next few days.

As I announced this weekend, we plan to initiate our HIN1 vac-
cination program in October. Mid October is still the target for the
large-scale campaign to get under way, but we anticipate having
limited amounts of vaccine available a week or 10 days earlier.

I am pleased to report that today the Food and Drug Administra-
tion has approved applications for vaccines for the 2009 H1N1
virus from four of the manufacturers of the U.S.-licensed seasonal
influenza vaccines. The vaccines for this virus are being produced
under careful FDA oversight using the same licensed manufac-
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turing processes and facilities used for seasonal flu vaccines that
are provided every year to protect millions against the flu.

And in response, Mr. Chairman, to your point, seasonal flu vac-
cine is now available widely in cites around the country, and again,
we are urging people strongly, particularly if they are in the target
population for seasonal flu, to go ahead and get the seasonal flu
vaccine right now.

We recently, just last week, had good news from studies being
done both by NIH and manufacturers that a single dose of the vac-
cine rapidly introduces a strong immune response in healthy
adults. We think that age group could go down as low as age nine,
but the clinical studies in children and pregnant women are still
under way, so we don’t have the full data about whether children
will need two doses or not. They do in seasonal flu, younger chil-
dren. We are still waiting for those results to be back.

And, Mr. Chairman, originally we thought that it would take up
to 21 days for the immune response to be robust, and it is showing
up in 8 to 10 days. That is very good news. So one dose, 8 to 10
days for most of the population above age nine we think is a very
positive step forward. The trials in pregnant women are under way,
as I said, and in children, and our expectation is that the vaccine
Willl1 be a good match in protecting against these populations as
well.

Once ready, the vaccine will be shipped through a central dis-
tribution system and available in up to 90,000 sites around the
country. Every State was asked to develop a plan and identify the
appropriate vaccination sites. Our contractor is shipping directly to
those sites so there is not a glitch along the way.

Two types of vaccine, a flu shot made from inactive aided virus
and a nasal spray made from live weakened virus, will be avail-
able, free of charge, though some providers may charge an adminis-
tration fee. And, again, Congress did authorize funds at the time
of the supplemental bill to cover some of the costs, and the Depart-
ment of Health and Human Services has expended on top of that
about $1 billion in our funds to get that process started before the
supplemental funding was available.

CDC’s Advisory Committee on Immunization Practices, ACIP,
recommended that initial doses of the HIN1 vaccine go to people
at greatest risks of complications from the flu as well as those who
have frequent contact with people at risk, and we are working with
States, territories, tribes, local communities, as well as the private
sector to help distribute and administer the new HIN1 vaccine.
Thanks to Congress, we have allocated $1.44 billion for States and
hospitals for planning and preparation.

The Nation’s current preparedness is a direct result of the invest-
ments and support of the Congress and the hard work of the HHS
agencies and States and local officials across the country, both re-
cently, but certainly over the last several years. So we look forward
t% co(iltinuing to work with Congress in the weeks and months
ahead.

Again, Mr. Chairman, I thank you for the opportunity to partici-
pate in the conversation, and I look forward to taking your ques-
tions.

[The prepared statement of Ms. Sebelius follows:]
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Chairman Waxman, Ranking Member Barton, Chairman Emeritus Dingell, members of the
Committee, thank you for this opportunity to update you on the public health challenges of 2009
HINI influenza. I want to assure the Committee that the Administration is taking these
challenges seriously, and has mounted an aggressive plan to address HIN1 throughout this fall
and winter. HHS has a leading role because this is a health event, and we are working in close
partnership with virtually every part of the federal government under a national preparedness and
response framework for action that builds on the efforts and lessons learned from this spring.
Working together with governors, mayors, tribal leaders, state and local health departments, the
medical community and our private sector partners, the federal government has been actively
preparing for possible HIN1 virus outbreak scenarios that may develop over the next few

months.

Since the initial spring outbreak of 2009 HIN1 influenza, the virus has triggered a worldwide
pandemic, and bas been the dominant flu strain in the southern hemisphere during its winter flu
season. The evidence to date shows that the virus has not changed to become more deadly.
Unlike our typical seasonal flu, we continued to see flu activity in the United States over the
summer, notably in summer camps. More recently, we have seen an increase in 2009 HIN1
influenza activity in several states and expect this to continue across the United States during the
coming months. As fall begins, we anticipate that even more communities may be affected than
those that saw cases this past spring and summer. In addition, communities may be more
severely affected, reflecting wider transmission and causing potentially greater impact. Seasonal
influenza viruses may cause illness concurrently with 2009 HIN1 this fall and winter and it will

not be possible to determine quickly if ill individuals have 2009 HIN1 influenza, seasonal
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influenza, or other respiratory conditions based on symptoms alone. It is also difficult to predict
the severity of the disease that we will see in the coming months from either 2009 HIN1 or
seasonal influenza. Influenza is an unpredictable disease and we know that things will change

and we will learn more throughout the fall.

Shared Responsibility and Science-Based Guidance

Slowing the spread and reducing the impact of HIN1 and seasonal flu is a shared responsibility,
and we all need to plan for what would need to be done when the flu impacts our community,
school, business or home this fall. Given that flu already is circulating in the United States this
fall, it’s important for every American family and business to prepare their own household and
business plans and think through the steps they will have to take if a family member or co-

worker contracts the flu.

CDC has provided specific recommendations for what individuals, communities, clinicians, and
other professionals can do. Individuals can take actions to prevent respiratory infections. We
emphasize frequent hand-washing as an effective way to reduce transmission of disease. It is
very important for sick individuals to stay at home, and for parents to keep children who have a
fever or flu-like illness home from school, childcare, the playground, or other places children
gather. Similarly, sick individuals should not get on an airplane or any public transport. Taking
personal responsibility for these things will help reduce the spread of this new virus as well as

other respiratory illnesses.
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We have issued new guidance from the CDC on flu.gov for schools, child care settings, colleges
and universities, and large and small businesses that also includes strategies for preventing the
spread of flu, especially in the early fall when the 2609 HIN1 vaccine will not yet be ready.
These comprehensive guidelines provide advice on how individuals and institutions can guard
against the flu and mitigate its spread. The CDC also has issued guidance for healthcare
providers about appropriate use of anti-viral drugs to treat patients who are at highest risk from
complications from the seaseonal and 2009 HINT flu. Additional work is being done on critical

guidelines to address infection control and worker safety in healthcare settings.

Our recommendations and action plans are based on the best scientific information available to
help our nation respond aggressively and effectively to the 2009 HIN1 virus. We are working
to ensure that Americans are informed and consistently updated with information in clear
language. This is a dynamic situation, but it is essential that the American people are fully
engaged so they can be part of the response. The federal government, particularly the CDC, will
be conducting weekly and, when necessary, daily briefings that will be available at flu.gov to get

critical information out to the American people.

YVaccination Campaign

The federal government is also preparing for a voluntary national vaccination campaign for the
2009 HINT virus starting in October. With unprecedented speed, we have completed key steps
in the vaccine development process -- we have characterized the virus, identified a candidate
strain, expedited manufacturing, and performed clinical trials. The speed of this vaccine

development was possible due to the investments made through ASPR/BARDA over the past six
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years in advanced research and development and infrastructure building. One-hundred ninety-
five (195) million doses of HIN1 vaccine have been purchased from five manufacturers by the
U.S. government. Two types of vaccine will be available: vaccine made from killed virus for

injection (flu shot) and vaccine with live, weakened virus administered by nasal spray.

The vaccines are being manufactured by the same methods used for the production of the
seasonal flu vaccines administered every year. NIH is conducting a series of clinical trials on the
vaccine to determine the safety and number of doses needed to induce a protective immune
response. Trials in healthy adults and the elderly began in the first week of August. Complete
immune response data from the first trials—those studying two doses in healthy adults—are
expected in late October. Preliminary data indicate that the vaccines are safe and that a single
15-microgram dose induces what is likely to be a protective immune response in healthy adulis
between the ages of 18 and 64. For adults aged 65 and over, the preliminary data indicate that
the immune response to the 2009 HIN1 influenza vaccine is somewhat less robust, as is the case
with seasonal influenza vaccine. Trials in children began in mid-August, and trials in pregnant
women have just begun. Our expectation is that vaccine will be a good match for the virus

currently circulating in the United States based on intensive monitoring of the virus.

We are coordinating this 2009 HIN1 vaccination campaign with the seasonal influenza
vaccination campaign, and are working hard with state and local authorities and the clinical

community to address the challenges this presents.
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From what we know as of today, 2009 HINI virus preferentially affects a population different
from that affected by seasonal flu. In particular, this virus is infecting more young people
including children, younger adults and pregnant women. Typically these groups, particularly
young children and pregnant women, are at greater risk of serious complications from any
influenza, including the 2009 HIN1. CDC’s Advisory Committee on Immunization Practices
(ACIP) recommended on July 29 providing initial doses of the new HINT1 vaccine to five
groups—approximately 159 million people. CDC endorsed these recommendations. These

groups are:
* pregnant women,
* people who live with or care for children younger than 6 months of age,
o health care and emergency services personnel,
» persons between the ages of 6 months through 24 years of age, and

e people from ages 25 through 64 years who are at higher risk for novel HIN1 because of

chronic health disorders like asthma and diabetes or compromised immune systems.

The HIN1 virus is particularly dangerous to healthy women who are pregnant. Not only has this
virus caused greater numbers of pregnant women to be hospitalized, it has also been fatal in a

higher percentage of this population than in other affected groups.

The federal government will be working in partnership with states, territories, tribes, and local

communities as well as the private sector to help distribute and administer the new HIN1
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vaccine. Thanks to support from Congress, the federal government has allocated $1.444 billion

for states and hospitals to support planning and preparation efforts.

The large scale 2009 HIN1 vaccine program will begin mid-October with small amounts of
vaccine becoming available the first full week in October. The vaccine itself will be available
free of charge to the American people, but some public and private providers may charge an
administration fee. It will be distributed to providers and state health departments in a manner
similar to how federally purchased vaccines are distributed in the Vaccines For Children
program. The CDC and states will work with a contractor to get vaccine to where it needs to go.
The number of doses shipped will be reported to the CDC daily, and the number of doses

administered will be reported to the CDC weekly.

The fact that vaccine won’t begin distribution until October makes preventing the spread of flu
even more critical. Again, we need to remind all Americans about the things they should be
doing right now: washing hands, staying home if you’re sick, and taking the necessary
precautions to stay healthy and avoid getting sick. Flu.gov has good tips for what you need to do

to avoid getting the flu.

While the 2009 HIN1 flu virus has been the focus of attention since the spring, it is important
that we do not forget the risks posed by the seasonal flu viruses. More than 36,000 people die
each year from complications associated with the flu. CDC continues to recommend vaccination
against seasonal influenza viruses, especially for all infants, children, and people at greater risk

for influenza complications. Seasonal flu vaccine already is becoming available in many places.
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It is not too early to get a seasonal flu shot as soon as it is available. The protection you get from

the vaccine will not wear off before the flu season is over.

Closing Remarks

At HHS, we are simultaneously working hard to understand and control this outbreak while also
keeping the public and the Congress fully informed about the situation and our response. We are
working in close collaboration with our federal partners as well as with other organizations with
unique expertise that helps us provide guidance for multiple sectors of our economy and society.
It is important to recognize that there have been enormous efforts in the United States and abroad
to prepare for this kind of an outbreak and a pandemic. Our nation's current preparedness is a
direct result of the investments and support of the Congress and the hard work of state and local
officials across the country. While we must remain vigilant throughout this and subsequent
outbreaks, it is important to note that at no time in our nation’s history have we been more

prepared to face this kind of challenge.

But the government cannot solve this alone and, as I have noted, all of us must take constructive
steps. Taking all of those reasonable measures will help us mitigate how many people actually

get sick in our country.

We look forward to working closely with the Congress to best address the situation as it evolves
in the weeks and months ahead. Again, Mr. Chairman, thank you for the opportunity to
participate in this conversation with you and your colleagues. I look forward to taking your

questions.
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KNOW
What to Do

Aﬁgm the Flu f The repurposed and redesigned Flu.gov Web site (formerly
A A RIVW A8 PandemicFlu.gov) will:

Update and aggregate flu content from HHS Agencies, including CDC, NIH,
FDA and SAMHSA and other federal Departments, including Agriculture, Ed,
Defense, Commerce, State and others.

Consolidate, compare and contrast information about seasonal, HiN1 (Swine)
and HsN1 (Bird) flus.

Appropriately present information for the general public, health practitioners
and those charged with emergency planning in a balanced and intuitive
architecture.

Publish this information in Spanish and (selected portions) in multiple other
languages including Chinese, Vietnamese and Hmong, with same-day
translation of eritical information.

Eliminate redundant Web-based flu content, conserving resources and
avoiding the confusion (and potential risk) created by conflicting content.

Provide for immediate emergency communication via Web video streaming,
video on demand, social media and mobile outreach

Be managed and maintained by HHS with oversight and advice from a
collaborative cross-federal Content Coordination Committee.

Incorporate geo-spatial mapping tools capable of supporting critical location-
specific information including local vaccine distribution points.

Link to primary state flu content and flu planning Web sites.

Be supported by virtually unlimited surge protection to ensure that download
demand will be met at all times under all circumstances.

Raise, through social media and other means, public awareness of the flu and
need for flu prevention.

Be heavily promoted utilizing traditional and new media outreach methods.
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STAY INFORMED ABOUT H1N1
ADD the www.FLU.gov WIDGET TO
YOUR HOMEPAGE

What Is a Widget?
A widget is something that can be embedded on any web page, linking to more
information on another website.

What Does It Do?
Adding the ‘Know What To Do About the Flu” widget to your Congressional homepage
will allow your constituents to get the most up-to-date information about H1N1 flu.

How Do I Add the Widget?
Follow these simple steps:

1) The widgets are live on hitp://www. hhs.gov/web/library/hhsfluwidgets.html.

2) To add the "Know What to Do About the Flu" widget, this code should be used:

<script type="text/javascript"
src="http://transparency.cit.nih.gov/widgets/flugovlinks.cfm?javascript" > </script>
<noscript> <iframe src="http://transparency.cit.nih.gov/widgets/flugoviinks.cfm"
name="flugovframe" frameborder=0 id="flugovframe" scrolling="no" height="160"
width="198" marginheight="0" title="Flu.gov widget" marginwidth="0"
>Flu.gov</iframe> </noscript>
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2009 H1N1 Update
September 15, 2009

United States Update

Increased disease from the 2009 H1N1 influenza already has started in
several states and is expected to become evident across the United States
during the coming months.

Influenza like iliness is already well above baseline for this time of year in
several Southeastern states. This early increase in the southeastern states
may relate to earlier school openings in some of these areas, compared with
northern parts of the country.

So far we are continuing to see that children and young adults are
disproportionately affected, and elderly persons are less likely to come down
with illness from the H1N1 virus.

The severity of the virus has not changed at this point and clinical disease we
are seeing continues to be a range, with most people getting better with a few
days of rest at home, but some people having severe illness leading to
difficult hospitalizations and unfortunately, death.

CDC expects that as fall begins, even more communities may be affected,
and communities may be more severely affected that during spring 2009,
reflecting wider transmission and potentially greater impact.

Seasonal influenza viruses may cause iliness concurrently with 2009 H1N1
viruses this fall and winter.

CDC has updated its recommendations to assist businesses and other
employers of all sizes.

During an influenza pandemic, all sick people should stay home and away
from the workplace. Handwashing and covering coughs and sneezes shouid
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be encouraged; routine cleaning of commonly touched surfaces should be
performed regularly.

Geographic Spread in the United States

The influenza activity reported by state and territorial epidemiologists indicates

geographic spread of both seasonal influenza and 2009 influenza A (H1N1)
viruses and does not measure the severity of influenza activity.

During week 35, the following influenza activity was reported:

« Widespread influenza activity was reported by Guam and 11 states

(Alaska, Arizona, Florida, Georgia, Louisiana, Maryland, Mississippi, North

Carolina, Oklahoma, South Carolina, and Tennessee).
« Regional influenza activity was reported by Puerto Rico and 13 states

(Alabama, Arkansas, California, lllinois, Kentucky, Minnesota, Nebraska,

Nevada, New Mexico, Chio, Texas, Virginia, and Washington).

« Local influenza activity was reported by the District of Columbia and 10
states (Colorado, Hawaii, lowa, Kansas, Maine, Massachusetts, Montana,

New Jersey, Oregon, and Pennsylvania).

« Sporadic activity was reported by 14 states (Connecticut, Delaware,
Idaho, Indiana, Michigan, Missouri, New York, North Dakota, South
Dakota, Utah, Vermont, West Virginia, Wisconsin, and Wyoming).

« No influenza activity was reported by two states (New Hampshire and
Rhode Island).

« The U.S. Virgin Islands did not report.

nce Report Prepared by the Influenza Division
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5 Things Employers Need to Know

Until the 2009 — 2010 flu season actually hits this fall,
we will not know whether HIN1 flu will remain at the same levels we've
seen over the spring and summer, or mutate into a more severe form of flu.
But even a moderate outbreak can cause serious illness and deaths. As an
employer, you need to be aware of 5 basic steps to keep flu from spreading
in your workplace and your community.

1. Keep your sick employees home.
If they’re already sick, let them stay home. If they get sick at work, send
them home. And if your employees have kids who are sick, or can’t go
to school or child care because they’ve been exposed to flu, your
workers should stay home as well.

2. Plan now so you can continue to operate with a reduced workforce.
Promote teleworking, cross-train your staff, and use staggered shifts to
have fewer workers in the workplace at the same time.

3. Encourage employees to get vaccinated.
Vaccines will be available for seasonal 2009 HIN1 influenza and
seasonal flu. Encourage your employees to get both of them.

4. Keep the workplace clean.
Encourage your employees to wash their hands often. Remind them to
use a tissue or their sleeves when they have to cough or sneeze. Make
sure that surfaces likely to have frequent contact with hands get cleaned
with cleaning agents.

5. Go to flu.gov for the latest information on HIN1 and seasonal flu.
Flu.gov is a one-stop government wide resource with planning tools for
employers to get a jump start on the 2009 flu season.
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Lol R 5 Things Schools Need to Know
MRS About HiN1 Flu

-Aﬁout LB  cpartment of Health & Human Services

The flu season coincides with the school season. This year schools and
communities are not only facing the regular seasonal flu, but also the HIN1
virus, a potentially more darigerous strain, However, good planning now
can allow schools to stay open, and protect studerits and staff, particularly
those at high-risk of complications. Here are the 5 most important steps:

1. Make prevention the first line of defense. . )
Everyone—students, teachers, administrators and other staff—need to
make it a routine to wash their hands often with soap and water.
Remind them to cough or sneeze into their sleeves or into a tissue, not in
their hands. These steps are easy; but they only work if students,
teachers, and every member of the staff participate.

2. Make sure you know who's at increased risk in your school.
HI1NT1 flu spreads rapidly among kids between the ages of 6 months
through 24 years of age. The people who work with and care for them
need to be careful as well. But this flu is especially risky for pregnant
women and anyone between the ages of 25 through 64 who lgave chronic
health conditions, for example, asthma, diabetes; or neuromuscular
disorders. If children have underlying health conditions, encourage their
families to contact a doctor at the first sign of symptoms.

3. Make sure sick people~children or adults—stay home.
If conditions in your community become severe, you might even
consider preemptive school dismissal. Actively waich for signs of
illness-—similar to seasonal flu—in students and staff: Fever, cough,
sore throat, stuffy nose; achiness, headache, chills and fatigue.
Sometimes HIN1 causes diarrhea and vomiting. Both HIN1 and
seasonal flu can be severe and occasionally deadly.

4. Make sure staff and families get vaccinated. )
Vaccines are the best means we have to protect communities from flu.
Vaccines for both HIN1 and seasonal flu will be available this fall.
Scientists at the National Institutes of Health, the CDC, and the Food
and Drug Administration are working around the clock with vaccine
manufacturers to make sure that flu vaccines are safe and effective.

5. Go to flu.gov for the latest information on HIN1 and seasonal flu.
Flu.gov is a one-stop government-wide resource with planning tools for
schools and families to get a jump start on the 2009 flu season.




35

=)

|
§
1
§
!

5 Things Parents Need te Know
About HiN1 Flu
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virus, a potentially more dangerous strain. As a parent, you need to be
aware of 5 basic steps to keep your family healthy and keep flu from
spreading in your community.
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;§ Right now, parents everywhere are preparing for a new school year. But if ! §
fgg you're a parent, you heed to add one more item to that back-to-school Ex
%§ checklist: what to do if someone in your family gets the flu. n
| 0
§§§ This fall we're not only facing the regular seasonal flu, but also the HIN1 i

1. Make prevention the first line of defense,
Everyone needs to make it a routine to wash their hands often with soap
and water. Remind your family to cough or sneeze into their sleeves or
into a tissue, not in their hands. These steps are easy, but they only
work if every member of the family participates.

2. Make sure you and your entire family get vaccinated.
Vaccines are the best means we have to make sure that families and
communities are protected from flu. Vaccines for both HIN1 and
seasonal flu will be available this fall. Scientists at the National Institutes
of Health, the CDC, and the Food and Drug Administration are working
around the clock with vaccine manufacturers to make sure that flu
vaccines are safe and effective.
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3. Keep your children home if they're sick.
If you're sick, stay home as well. HIN1 spreads rapidly among kids and
young adults; it’s especially risky if you're pregnant. Look for these
symptoms: Similar to seasonal flu, with HINT you'll get a fever, cough,
sore throat, stuffy nose; achiness, headache, chills and fatigue.
Sometimes HINT causes diarrhea and vomiting. Both HIN1 and
seasonal flu can be severe and occasionally deadly.

e

4. Start planning now in the event that one of your kids gets the flu.
Ask yourself these questions: If you work, have you made arrangements
for child care? Have you talked with your employer about what to do in
case you need to be out?

5. Go to flu.gov for the latest information on HIN1 and seasonal fla.
Flu.gov is a one-stop government wide resource with planning tools for
parents to get a jump start on the 2009 flu season.
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1(\1/11". WAXMAN. Thank you very much, Madam Secretary, for that
update.

There are many members here, because this is an important
hearing, and I know you have to leave in a couple hours. In order
to accommodate the members, what I am going to do, with Mr.
Barton’s assent to ask each member to ask one question. We will
put the timer on at 3 minutes. But we would appreciate it if mem-
bers could ask just one question, but no more than 3 minutes.

Mr. Barton, is that correct?

Mr. BARTON. Yes. And I want to let the minority members know
that I support this; in fact, it is my recommendation. There is a
precedent for this. Other Cabinet Secretaries that have been before
the panel, we have adopted this practice. I think it is fair, so that
the junior members have an opportunity to ask a question as well
as the senior members.

Mr. WAXMAN. Thank you, Mr. Barton.

I am going to start off the questions with a more junior member
to me, Mr. Markey.

Mr. MARKEY. I thank the chairman very much. We have been sit-
ting next to each other for 33 years.

And the 60s are great, too, Madam Secretary.

You know, one of the real questions that people have is the safe-
ty of this drug, and there was a real concern going back to 1976
and that swine flu epidemic and the diseases later associated with
the distribution of that drug. So just so I can understand this, this
drug has not yet been FDA approved; is that correct?

Secretary SEBELIUS. It just was licensed today.

Mr. MARKEY. It was licensed today. That is great news. And
could you talk a little bit about what is different, what the dif-
ference is between this drug and the drug back in 1976 in terms
of what the FDA and the agency believe will be the impact on
Americans?

Secretary SEBELIUS. Well, Mr. Markey, one of the first steps that
the President took was to actually gather the experts from 1976 to-
gether and ask for advice about what went right and what went
wrong. And we had an opportunity to meet with everybody from
the then Secretary of Health Environment to the Surgeon General
to some of the scientists who were involved, and they gave some
very good advice.

The principle difference may not have been in the manufacturing
of the drug but the fact that the flu never spread, so that the out-
break that was initially identified among about 200 soldiers in Fort
Dix never went anywhere. So a massive vaccination campaign was
launched. About 40 million Americans were vaccinated, and yet
there was no flu. Not in America, not anywhere.

So we are in a very different situation today, where we know this
virus is spreading. And this vaccination, vaccine, is actually being
manufactured exactly like the seasonal flu vaccine. It is showing up
iin the same way, and it is using the same processes and proce-

ures.

So, in terms of the safety and efficacy, while there are clinical
trials under way to determine the right dosage and really the effi-
cacy of the vaccine, is it hitting the right target, there have been
years of clinical trials and lots of data gathered on seasonal flu vac-
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cines. So we are assured by the scientists that lots of steps have
been taken along the way to make sure that this will be a safe pro-
cedure.

There has been more oversight than in 1976, better made some-
what differently, more oversight in testing and in quality. So we do
not anticipate the same problem. And, as I say, if it were a dif-
ferent process than seasonal flu, we would have more concerns, but
it has been similar.

Mr. WAXMAN. Thank you, Mr. Markey.

Mr. Barton.

Mr. BARTON. Madam Secretary, I may have questions for the
record, but my one question is something you may not be aware.
I was briefed this morning by officials at Texas A&M, which is not
in my district, but it is the school that I went to. They have devel-
oped, if I understood them correctly, a vaccine that is made from
hydroponic tobacco that they can produce up to 100 million doses
very quickly, if necessary. Are you familiar with that, by any
chance?

Secretary SEBELIUS. Mr. Barton, I don’t know about that vaccine.
I do know that tobacco is one of the growing agents looked at as
an alternative to the egg-based vaccines. But I don’t—

Mr. BARTON. If I were to get the researchers to touch base with
your staff, would you all be willing to be briefed about that pro-
gram?

Secretary SEBELIUS. Sure.

Mr. BARTON. Thank you, Madam Secretary. Thank you.

Mr. WAXMAN. Mr. Dingell had to leave.

Mr. Pallone.

Mr. PALLONE. Thank you.

Madam Secretary, I am concerned about emergency room hos-
pital capacity, that type of thing. There was this report that was
issued last month by the President’s Council of Advisers on Science
and Technology that said there could be as many as 1.8 million
hospitalizations in the United States during the epidemic. And of
this 1.8 million, up to 300,000 could require intensive care units.
And those patients could occupy 50 to100 percent of all ICU beds
in affected areas at the peak of the epidemic.

Even without the epidemic, those ICUs nearly operate close to
capacity in my district. So what, with regard to the Nation’s hos-
pitals, I mean, do we have the surge capacity to meet this potential
demand? And can you tell us what steps the Department is taking
to help hospitals prepare for this surge in cases?

Secretary SEBELIUS. Mr. Pallone, I think it is a very important
question.

Part of the planning effort that was launched well before this
virus was identified was in building surge capacity for hospitals.
And billions of dollars have been invested over the last number of
years. In fact, I had a chance here in D.C. To visit their five re-
gional center sites that have been developed to get even increased
capacity, and one is here in Washington, D.C., and get a sense of
what they are doing. So there have been recent dollars put forward,
but also dollars over the years to have that planning go on for
surge capacity.
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We are concerned that we also try and get information to the
public as rapidly and as clearly as possible. The worst of all worlds
is to have everybody show up at the hospital or come through an
emergency room door. The vast majority of individuals who get
HI1IN1 so far are not terribly ill, do not require additional treat-
ment, and certainly don’t require testing to see what kind of flu
they have, so that we are trying to assure people the flu is the flu
is the flu right now. CDC will continue to test through hospitals
and other areas those who are getting seriously ill so we can mon-
itor the cases. But the testing isn’t required.

So we have resources to hospitals. We are helping with systems
that will put in place additional medical capacity, everybody from
the Medical Reserve Corps to additional personnel who we can help
with assistance. So we don’t think at this point that the PCAST,
the Presidential Advisors scenario, is the most likely scenario to
happen. We have watched the southern hemisphere very closely
and what they have done for surge capacity, and, again, we will
learn a lot from them. But they had no critical emergencies that
weren’t able to happen with shifting some space.

So I think, at this point, we are doing everything we can to get
people ready and provide for some alternative, but part of it is to
diminish, hopefully, the strain on hospitals by encouraging people
to go to the Web site, to learn more, to call the primary care pro-
vider and urge them to just take steps that they would with reg-
ular flu.

Mr. WAXMAN. Thank you, Mr. Pallone.

Mr. Deal.

Mr. DEAL. Thank you.

I would like to ask about the distribution of the vaccine when it
becomes available. Will the distribution be sent to the States and
the States determine where it will go to within their States? And
will there be a determination of how much goes to each State, and
what will be the factors that will be looked at in determining how
many doses the State would be allocated?

Secretary SEBELIUS. The distribution is based on a per-capita
basis, and States absolutely develop their plans working with their
emergency personnel, their local health departments, and others to
determine the vaccination sites.

So, again, the distribution contract is not going to go to one cen-
tral site in a State as the traditional vaccine. It is going directly
to the sites that have already been predetermined. States were
asked to send plans to the CDC. Part of the resources provided by
Congress helped with that planning effort. And the contract will be
up to 90,000 sites that have already been determined. So it will be
some traditional providers offices and health clinics and hospitals,
but also a number of nontraditional sites.

Mr. DEAL. Could I ask one brief question on that? That per-cap-
ita amount, is that determined by who the CDC thinks should be
eligible for getting the vaccination, or just a general per-capita?

Secretary SEBELIUS. No. It is a general per-capita amount in
terms of how it rolls out. We will have enough vaccine available for
everyone. There is enough on order. We are looking now at the re-
orders for the one dose versus two. There will be enough vaccine.
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What we are concerned about is getting it to the priority popu-
lations as quickly as possible, and that is what we have asked the
States to focus on, how to get pregnant women, children under the
age of 24, caregivers of infants, health care workers, how to make
sure that those folks get to the front of the line, if you will.

Mr. WAXMAN. Thank you, Mr. Deal.

Mr. Green.

Mr. GREEN. Thank you, Madam Secretary.

And I have read several articles in the media indicating the ad-
ministration supports voluntary school-based vaccination to protect
our children from the HIN1. And I am a cosponsor along with my
colleague from Pennsylvania, Mr. Murphy, with a pilot program,
H.R. 2596, which would allow HHS to perform a voluntary multi-
State demonstration project to test the feasibility of using the Na-
tion’s elementary schools and secondary schools as influenza vac-
cination centers, in coordination with school nurses, school health
programs and local health departments, community health pro-
viders, insurance companies, private and State insurance agencies
and private insurance, and I am pleased that bill is part of H.R.
3200.

Would the administration support a voluntary, multi-State
school-based seasonal influenza and HIN1 vaccination program
such as was created in H.R. 25967 And let me say that that
version, I know Senator Reid in the Senate is looking to do a na-
tional version of that particular provision.

Secretary SEBELIUS. Well, Mr. Green, what we are going to have
is a demonstration, national demonstration project of the bill you
just suggested going on in the next couple of months. And certainly
our leadership at the Centers for Disease Control feel strongly that
if we are successful in using schools as partners in vaccination,
that that may be a great way to enhance the vaccination take-up
rate going forward for seasonal flu and other issues. I am old
enough that I was part of the group with the early polio vaccine,
and we got that vaccine at school. That was always a partner.

And this effort, we have school districts who are very eager to
be vaccination sites and are standing by to do that. So we will
know a lot about your voluntary program, and we think it probably
will be a very good idea.

Mr. GREEN. And being part of the sugar cube generation also,
that I think this important; again, it needs to be voluntary, but we
can have a great deal of more coverage by dealing with our schools,
our centers in our community. And we are talking about our chil-
dren.

Secretary SEBELIUS. Given the age group that this virus is tar-
geting, we thought schools and actually daycare centers and others
are very appropriate outreach sites to reach the population who we
need to reach. And so, working closely with the Secretary of Edu-
cation and his counterparts, superintendents, the Governors. And
I think most Governors are very enthusiastic of having the schools
be voluntary vaccination sites.

Mr. GREEN. Thank you, Mr. Chairman.

Mr. WAXMAN. Thank you, Mr. Green.

Mr. Murphy.
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Mr. MURPHY of Pennsylvania. Thank you, Mr. Chairman. It is a
pleasure to have you here, Madam Secretary. And thank you for
all the work you are doing on health care, too.

As part of this, I am assuming that part of the analysis you give
with regard to this virus, if it was unchecked and unabated, the
impact it would have overall on America’s health care system, in-
cluding the cost. One of the issues this committee is trying to grap-
ple with, as you are, is the cost of health care in America.

We have an impossible time getting information from the Con-
gressional Budget Office on anything that has to do with preven-
tion. Therefore, I am wondering if your office has gathered some in-
formation, analyzed that as this, for example, as these vaccinations
are advanced out there earlier, what we are saving, and what is
this overall savings that comes from, yes, the government is spend-
ing money to move these out there, but what is the impact on sav-
ing money and saving health care costs, and wondering if you have
that information? If not, could you get it to us?

Because this committee really would like to have some of that,
if I could say so, Mr. Chairman.

Secretary SEBELIUS. Mr. Murphy, I will certainly look to see
what kind of cost effectiveness or strategies we have put together.
I am not sure. I think we can tell you probably and gather it for
you the cost of what happens with seasonal flu every year, the
200,000 hospitalizations, the 36,000 deaths, you know, what the
impact is.

I would suggest, though, what we don’t have is then a huge sort
of social cost. One of the projections, absent a vaccine, of this virus
spreading even in a relatively mild case, which would be 200,000
hospitalizations, 36,000 deaths, that is what seasonal flu looks like
every year. But if you have a widespread part of the population
who misses work, what the impact is then on businesses and trade,
whether you can even do continuity of businesses if you have es-
sential workers missing.

Part of the issue about schools is what happens if half the teach-
ers are sick, or how do people go to work if half the kids are sick.
So I don’t know that we have added those costs, but we can try to
put together some information for you about that.

Mr. MURPHY of Pennsylvania. I would appreciate it, because it is
a type of modeling which we just don’t have, not only in terms of
scenarios of analysis, but now we have something very real that we
anticipate could have an impact on workforce, education, as well as
direct and indirect medical costs. And I would appreciate if you
would get that to us.

Thank you, Mr. Chairman.

Mr. WAXMAN. Thank you very much, Mr. Murphy.

I would call on Ms. Harman.

Ms. HARMAN. Thank you, Mr. Chairman. Thank you for holding
this hearing. And thanks to a very capable former governor and a
very capable team for putting in place a plan to prepare, not scare,
the public. I do want to commend you on the tone of this plan,
which has I think overcome a lot of the original hysteria that met
the early stories about the effect of this illness. So thank you very
much.
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My question, really, is taking this to the next level or perhaps
to the next problem. Is this basic set of protocols we now have in
place and the public pitch that we are making quite effectively
about this strain of flu, will this be—could this be applicable to per-
haps a pandemic that is more severe, a possible biological attack
in our country, or other huge health challenges that might arise?
And if this set of procedures and protocols and tone that we are
using is not applicable, what steps can you take now to be sure it
does—we are able to adapt it to future problems we don’t presently
anticipate?

Secretary SEBELIUS. Well, I think that is a great question. And
no question about the fact that Congress, working with the prior
administration, put in place steps really that have been executed
over the last 6 or 7 years of not only resources that have amplified
efforts within the Department of Health and Human Services, in-
cluding in our own vaccine development, operation, enhancements
to NIH and Centers for Disease Control and FDA, but certainly re-
sources at the State and local level and a lot of planning. As a
former Governor, we went through pandemic planning. I never
dreamed I would be sort of here with a pandemic, but we called
together efforts over the years.

So I think, at a minimum, what is happening over the next sev-
eral months will enhance our entire public health infrastructure.
Having hospitals look at the spring where the gaps were, redouble
efforts to get ready for the fall is enormously helpful how they di-
rect resources. Looking at workforce issues, how to get vaccinations
to people. A huge challenge, and it is an ongoing challenge, is just
information, how to make sure folks can access timely, accurate in-
formation in a very transparent fashion, and walk that balance be-
tween complacency and panic but get people prepared and ready.

So I don’t think there is any question that what we do over the
next several months will significantly prepare us for whatever chal-
lenge is next. We know, whether that is a natural disaster or a
manmade disaster, that that infrastructure strength, the commu-
nication strategies, working with the partnerships not only
throughout government but in the private sector is enormously
helpful and is exactly what you go through region by region. We
just haven’t done it nationally really in 40 years.

Mr. WaxMAN. Thank you, Ms. Harman. Mrs. Blackburn.

Mrs. BLACKBURN. Thank you, Mr. Chairman.

And, Madam Secretary, thank you for taking the time to come
and talk with us today. I am pleased that you are here, and I don’t
envy the task in front of you. I know it is going to be a rough flu
season from what we are seeing and hearing already, and I do
think the free flow of information is going to be an imperative as
we try to handle this with our districts, with schools, with our pub-
lic events that are taking place.

You have testified before our committee twice. And the first time
that you came, we were working on the health care reform bill, and
now we are looking at what could end up being one of the, signifi-
cant to our constituents, as the impact of that health care reform
bill. This is a public health situation that we know is going to be
in front of us to deal with this event.
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Now, when you were here before and we talked about the issues
dealing with health care, we talked a little bit about the TennCare
situation. I asked you about some of the issues that were there.
Your responses took a while to get to me. They were a single sen-
tence, and that prompted another question, and I just received the
response to those today. So I do thank you for getting those. But
I do ask that, as we move forward, that knowing that this is going
to be critical, that we have timely and accurate information, that
we do have that free flow of exchange as this public health issue
affects our districts, and maybe a little bit more timely than the
response to the questions which was a little bit curt and inad-
equate and bordering on disrespectful.

I do want to say thank you for the widgets. I appreciate that
those are on your Web site and that we can link to those. And I
do want to ask you, as we are talking about the supplies and the
supplies being let to the States, and you mentioned those that are
most vulnerable to the flu, are those that—the physicians and the
caregivers that are going to administrator the flu shots, do they
have a ranking or a priority system, or will the States work that
out? Are they going to take seniors and pregnant women first? Or
do you have—can you give us any guidance on what that protocol
is going to be for who gets to go at the front of the line?

Secretary SEBELIUS. Well, Congresswoman, we have not tried to
determine for States the most proper way to get to their target pop-
ulations. We thought that was a local and regional decision. We
have done a lot of work with the provider community outreach di-
rectly to OB/GYNs, outreach to primary care docs, to health clinics
with the health infrastructure. But States are submitting plans
based on their own determination, region by region, area by area,
how best to target their vulnerable populations, and that is where
the vaccine will be distributed.

Mrs. BLACKBURN. So our best response to those populations when
they call our offices is, consult your local physician?

Secretary SEBELIUS. In terms of where to get the vaccine?

Mrs. BLACKBURN. And who gets priority?

Secretary SEBELIUS. Well, their local physician won’t be deter-
mining who gets the priority. Again, the State health department
has determined that, and that information should be available
right now. There will be vaccine for everyone. It won’t roll off the
production line simultaneously. So the State really has predeter-
mined where the priorities areas are and what sites should get it.

Mrs. BLACKBURN. Thank you, ma’am.

Yield back.

Mr. PALLONE [presiding]. The gentlewoman from Wisconsin, Ms.
Baldwin.

Ms. BALDWIN. Thank you, Mr. Chairman.

Thank you, Secretary Sebelius, for your testimony. There were
several very encouraging items of news in terms of the hope that
one dose will be sufficient, that it will be getting the desired im-
mune impacts within 8 to 10 days, and that you think you will
have sufficient dosage for everyone starting with priority targets.

I have a few questions, very short questions related to that vac-
cine issue, and then in follow-up will submit some written ques-
tions on strengthening our public health system, addressing work-
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force shortage issues, and technology issues. But on the vaccine,
three quick questions.

Of the 195 million doses ordered, is the hope that you can reach
everyone through use of the adjuvant that you have also ordered?
And so tell me a little bit about the use of adjuvant during this sea-
son.

Second, I know that we had shortage of seasonal flu vaccine I
think back in 2004 when there was a closure of a production facil-
ity in the U.K. We did not have a lot of domestic manufacturing
capacity at that point. I believe that has changed, but I wonder if
you can tell me, of the five manufacturers that we are working
with for these dosages, where their facilities are located domesti-
cally versus foreign.

And then, I believe you announced in your testimony that four
out of the five manufacturers have been approved today by the
FDA. What is the status of the fifth? Is there any reason we should
be worried?

Secretary SEBELIUS. No adjuvant is currently anticipated to be
used in the United States at all. There are some backup plans if
things took a terrible turn for the worse. We have never used in
any widespread area an adjuvantive vaccine, so the scientists
strongly recommended that we not head down that path. And this
time, the current purchases are likely to be enhanced to get to the
point. What you have reported is the initial purchases. But as we
see the take-up rate as we get the rest of the clinical trials, we will
make the purchases based on what is anticipated the take-up rate
is for 300 million potential users. As you know, 100 percent of the
people will never get vaccinated for anything, unfortunately. We
currently have five facilities. In the year that we ran out of vaccine
there was one. I'm sorry. We were down to one. There were two but
one was debilitated.

I can’t tell you off the top of my head unfortunately exactly
where they are. We will get you that information back. But what
I was told yesterday by the vaccine committee is that we fully an-
ticipate that all five will be licensed. There were some final steps
needed to be taken in the final contract.

Ms. BALDWIN. Just on the domestic production and vaccines
being made in America, I remember a particularly telling hearing
during the last administration where if we were having a particu-
larly virulent pandemic, the presumption was that if we weren’t
manufacturing it here in the U.S. it would not be available to us
in the U.S., and I certainly hope that we are bolstering our domes-
tic production of vaccine.

Secretary SEBELIUS. What I am told is it is greatly enhanced and
most of it is domestic.

Ms. DEGETTE [presiding]. The gentleman from Georgia, Mr.
Gingrey.

Mr. GINGREY. Madam Chairman, thank you. Madam Secretary,
thank you very much for being with us again. And let me just say
at the outset that your efforts, along with those of Secretary Janet
Napolitano when, way back, I guess, in June, July when you were
getting confirmed I think you have done a great job. No question
about it. I don’t think anybody could ever accuse you of being
”"Katrina’d” on this issue. You have gotten a lot of money appro-
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priated toward this effort. And my only concern, back then, a little
bit lesser now, was the issue of creating a pandemic of fear. And
I mentioned that to you, and you have already addressed that in
your testimony. But I want to ask you about, particularly about
pregnant women because that was what I did in my previous life
as an OB-GYN physician, and I have three adult daughters and a
daughter-in-law and nine grandchildren, the daughter-in-law just
had a baby 3 weeks ago.

Secretary SEBELIUS. Congratulations.

Mr. GINGREY. Thank you, Madam Secretary. Very concerned was
she, though, about this issue of the swine flu and what should she
do and that sort of thing, questions about what if she got it, what
would be the risk to her, especially in the third trimester, as she
was then. And what was the risk to the fetus. And I think that we
need to get more information. I noticed on WebMD a recent print-
out from WebMD. July 29, 2009. It says pregnant women, even if
they are healthy, are at high risk of hospitalization and death from
H1N1, swine flu, the CDC reports. Now, I would like for you to an-
swer that question. Are they, I mean, I know they are at increased
risk over the general population and there are certain issues with
decreased lung capacity and not as vigorous immune response be-
cause of their pregnancy.

It does put them at higher risk than the general population of
women. But are they at high risk of hospitalization and death? And
I think the answer to that is probably no, but comment on that if
you will.

Secretary SEBELIUS. Congressman, what we saw in the spring is
that pregnant women constitute about 1 percent of the population.
They were 6 percent of the hospitalizations and deaths that oc-
curred, a significantly out-of-kilter population, and with no under-
lying health condition other than the pregnancy. So we are not
talking about somebody who had diabetes going into pregnancy or
someone with chronic lung condition.

Mr. GINGREY. They are definitely at higher risk than the general
population, maybe as much as five times, a factor of five.

Secretary SEBELIUS. Six would be the—so, in terms of the out-
reach, we have tried to be—and that was not only the U.S. data,
that is showing up around the world. That, again, pregnancy seems
to be, in and of itself, an underlying health condition that signifi-
cantly enhances the risks. So, I know that for a lot of pregnant
women, I certainly did this myself, was reluctant to take anything
during the term of the pregnancy. But talking to a number of OB-
GYNs, looking at the data, talking to the scientists, there is a great
belief that the risk of any sort of event occurring because of the
vaccine far is outweighed by the risk that occurs without being vac-
cinated. And in your daughter’s case, a new mom, babies under 6
months old are not recommended for the vaccine, so another of the
target population is caregivers of infants 6 months and younger, to
try and protect the infant. So you sort of have

Mr. GINGREY. Madam Chair, I realize that my time—can I do a
real quickie question? Maybe we can do a second round. I yield
back. And thank you, Madam Secretary.

Ms. DEGETTE. The gentlelady from California, Ms. Matsui is rec-
ognized.
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Ms. MaTsul. Thank you, Madam Chair. And thank you, Madam
Secretary, for being with us today again. In States and in cities
across our country, local public health departments are really get-
ting decimated by budget cuts. In my hometown of Sacramento, the
public health department has already had to cut 17 percent of its
budget this year alone. These cuts mean that in my district alone,
the public health department will be losing three communicable
disease specialists and two microbiologists from a public health lab.
This is on top of losses in field nursing staff, bioterrorism prepared-
ness workers and other people who work behind the scenes every
day testing samples for HIN1 virus and other communicable dis-
eases. Madam Secretary, the one bright spot in these statistics I
just mentioned is that my local public Health Department will be
able to retain at least some positions thanks to a one-time infusion
of recovery package dollars. What other plans do we have at CDC
or in the department at large, to help local public health depart-
ments cope with the huge responsibilities they are going to have
soon? And also too, what is the plan if the virus mutates some time
soon so we have a greater pandemic emergency?

Secretary SEBELIUS. Well, Congresswoman, part of the planning
effort has certainly been to recognize that the situation you are de-
scribing in California is nationwide, that public health agencies
have been severely hampered by the budget cuts, so that the re-
sources, the $1.4 billion which was pushed out, hopefully, will help
enhance that. We have also reactivated the Commissioned Corps,
the emergency group of retired medical providers and volunteers
who came together after 9/11. They are now about 200,000 strong
throughout the country, registered in every State and kind of put
them on notice to help with the vaccination efforts and have them
able to be called upon. We do have our Commissioned Corps of
health workers who, again, can be brought in to supplement some
of the State-based efforts. But every State, as they submitted plans
to the CDC, recognizes that part of the challenge in dealing with
this is a restricted core of personnel, of trained personnel.

Again, we are not urging folks to continue with the testing pro-
tocol. That was important early on to determine, but right now we
are just moving more to the vaccination and mitigation phases to
try and just diminish the circulation of the flu. So some of the ear-
lier activities hopefully will be shifted into the vaccination effort.

Ms. MaTsul. Thank you

Ms. DEGETTE. The gentleman from Louisiana, Mr. Scalise.

Mr. ScALISE. Thank you Madam Chair. And Secretary Sebelius,
appreciate you coming before us. And since all my colleagues asked
the questions that I had regarding the H1N1 situation, concerning
last week’s testimony, the President’s address to the joint session
of Congress, there were some things that he had said regarding I
guess the new developments on the health care debate. Since the
bill that passed out of this committee, the Congressional Budget
Office testified that it would add $239 billion to the debt, and that
8 million illegal aliens would have access to the government plan.
Since the President in his statements last week said that he
wouldn’t sign a bill that would add to the deficit and wouldn’t allow
illegals, would you support changes that would be necessary to
make H.R. 3200, which passed out of this committee, comply with
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those two initiatives that President Obama stated before the joint
session to make sure that the bill doesn’t add to the deficit which,
right now it would add, and then to make sure illegal aliens
wouldn’t have access to the government plan, which CBO testified
8 million would.

Secretary SEBELIUS. Congressman, I am pleased to have any
number of discussions on health reform. And you know it is a top
priority of the administration, and I would be pleased to come back
and do that. The chairman asked that this hearing be on HIN1,
and I would like to defer to that. I don’t know—

Mr. ScALISE. We have never had the opportunity to ask you, be-
cause your only testimony to us was at a time when you had ac-
knowledged that you hadn’t looked at the details of the bill. So
really, we are not going to have another opportunity that I know
of to talk to you personally about the concerns we have that are
in H.R. 3200.

Ms. DEGETTE. Would the gentleman yield?

Mr. ScALISE. I would yield, yes.

Ms. DEGETTE. I would advise the gentleman on behalf of the
chairman that he does intend to have further discussions and
meetings and hearings, and the chairman really has asked the Sec-
retary to come and be prepared today to talk about the HIN1 situ-
ation. And I think, you know, obviously, Members are allowed to
ask any questions they like, but I think the Secretary’s really pre-
pared on that topic today. And I can communicate to the chairman
that he should have the Secretary back, and I know she is willing
to come.

Mr. ScALISE. And I appreciate that. The problem we have is that
these discussions are ongoing every day. There could be a bill on
the House floor. We don’t have any assurance that we are going to
have a hearing before a vote occurs, and I would imagine that the
Secretary is well-versed in these issues because I know you were
in the joint session with us last week in the House Chamber when
the President made those firm commitments. He said he would not
sign a bill that added to the deficit by a dime. He said that he
would not support illegals getting access to health care. And yet in
the CBO testimony, the CBO sat here in the chair you are sitting
in and said 8 million illegal aliens would have access to the govern-
ment tape. And he said that it would add $239 billion to the deficit,
so I am sure you understand those issues.

You were there at the speech last week. I am sure you have some
ideas of how we can fix that. We have got ideas of how we can fix
those problems. But would you support the fixes that would be nec-
essary to make the bill conform with what the President said be-
fore Congress.

Secretary SEBELIUS. Congressman, as a recovering legislator, I
am reluctant to sign off on any legislative language. I would happy
to take a look at it to see if I could support it. I certainly support
what the President stated going forward, that he, I mean, he will
sign or not sign a bill. I think you can actually count on him.

Mr. SCALISE. And you weren’t here, I know, but we presented
some of those amendments here in committee.

Secretary SEBELIUS. I have not heard the CBO’s testimony
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Mr. ScALISE. To specifically fix those two problems. They were
voted down by this committee.

Secretary SEBELIUS. If you could send me that language I would
be delighted to take a look at it.

Mr. ScALISE. I would like to get the commitment from the acting
Chair that we would be able to get the Secretary back before any
vote is taken on the House floor. I think that is very important
that we get these questions answered

Ms. DEGETTE. The gentleman’s time has expired. I did give him
extra time because of the colloquy. And I know the Chairman will
work with the Secretary to make sure we can get her back here to
answer any questions people may have. And with that, I will recog-
nize the gentleman from Michigan, Mr. Stupak.

Mr. StuPAK. Thank you, Ms. DeGette. As far as the last gen-
tleman, section 246 of the bill makes it very clear illegal aliens are
not available to get health care underneath H.R. 3200. And if you
remember, since you sat through the markup with us, the Space
amendment that SCHIP and Medicaid also made it illegal. That
was unanimously adopted by the committee. But so be it. Let’s
move on to HIN1. Currently, States are expected to purchase a
portion of the needed vaccine to protect their citizens. But it in-
cludes a 25 percent subsidy from the Federal Government. And my
concern is, a lot of our States are suffering right now because of
the economic downturn and may not be able to meet their obliga-
tion because of limited resources or operational constraints.

Is there some kind of a plan available under DHS to help some
of these States like Michigan, California, others that are strug-
gling? I don’t want anyone not to get it because of States budget
concerns.

Secretary SEBELIUS. Congressman, through the resources that
Congress has provided and through the resources from the Depart-
ment of Health and Human Services, the vaccine will be free, dis-
tributed to the States free. They are not expected to have a cost
share. I think there has been a cost share associated with their
purchases of anti virals which are in the stockpile but not with the
vaccine. The vaccine is free, going to be distributed. There may be
an administration fee by the provider, but there is no fee to get the
vaccine

Mr. SturPAK. What about the anti viral then?

Secretary SEBELIUS. States have purchased anti virals over the
years in a stockpile. Those are being pushed out as we speak, and
the department is continuing to replenish that stockpile and, if
needed, will supply those to States.

Mr. StUuPAK. Okay. So no State should have to worry about not
being able to afford or obtain the anti viral.

Secretary SEBELIUS. That is correct. That is what we are trying
to do with the resources.

Mr. STUPAK. Let me ask you right now. It is flu season now, tra-
ditional flu season and people are getting their shots. Is there some
kind of waiting period they should have before they get their sea-
sonal flu and the HIN1 flu shot?

Secretary SEBELIUS. Well, again, since we don’t anticipate the
real supply of HIN1 until October 15, we are saying to people get
it now. It is my understanding that the clinical trials underway
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right now are looking at whether or not there is any harm to si-
multaneously getting the flu shot, and as we get closer to October
we will have that data available.

Mr. STUPAK. Let me ask you this: I am from Northern Michigan
and we share a border with Canada. We go back and forth daily
and we are doing a lot of preparation on this side. Is there any spe-
cial considerations being given to border communities on the south-
ern border, northern border, and what are they doing in those
countries, especially as we are moving back. It seems like we have
got a much more robust program here in this country. I haven’t
seen the same in Canada or especially Canada.

Secretary SEBELIUS. The Department of Homeland Security
looked carefully at that issue and the scientific advice during the
spring, and it was determined that since there was already a ro-
bust outbreaking of HIN1 already within our borders, that border
closings really would harm commerce potentially, but not really
help with the disease outbreak. So there is no anticipation at this
point to do anything with our northern and southern borders

Mr. StUuPAK. Well, I don’t want to see a border closing, but are
you coordinating with our countries like Canada in particular to
make sure that we are doing basically the same things, same edu-
cation programs?

Secretary SEBELIUS. There definitely has been a lot of national
and international discussions and particularly with Canada and
Mexico. That has been underway since the early spring and will
continue.

Ms. DEGETTE. The gentleman from Oregon, Mr. Walden.

Mr. WALDEN. Thank you, Madam Chair. And I appreciate the
Chair’s commitment to have the Secretary come back before the
committee before we have a vote on the health care overhaul bill
on the House floor.

Ms. DEGETTE. I don’t have that power. But I am going to talk
to the chairman who does have that power.

Mr. WALDEN. But if you had that power you would give us that
commitment I know. I appreciate that because a lot of us share
that concern. I also wanted to draw attention of the Secretary to
a letter, a bipartisan letter Mr. Rogers, Mr. Gonzalez and I and
others sent to you recently regarding the 2010 fee schedule on
Medicare as it relates to cardiologists and oncologists and proposed
cuts that could be as high as 40 percent in some codes.

If you haven’t gotten that, I don’t expect you to be on top of every
letter that comes your direction, but if you could flag that one we
would appreciate your response. I was reading a story in the paper,
one of the papers coming out here yesterday from Oregon about the
problem in the southern hemisphere related to HIN1 as it related
to folks in the hospital trying to deal with those who were sick.
And they raised the issue, in the story at least, that the hospital
workers, the nurses. The doctors, others did not have a sufficient
and early supply of masks and other protective equipment to pre-
vent the spread within the hospital setting.

Are you and your folks confident that in these environments
where all of us who get sick are going to rush, that there is ade-
quate whatever we call it, the materials, the masks, the protective
equipment, the whatever, so that those we rely upon for our health
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care will, in and of themselves, be healthy in the process and not
at unnecessary risk?

Secretary SEBELIUS. Congressman, that discussion is actively un-
derway. And as I say, the guidance from the CDC is about to be
issued. We—the scientists have not been in complete agreement
about the right protocol, particularly with the use of respirators
going forward, so the request went to the Institute of Medicine to
do a sort of rapid response study. They came back with a protocol
which I would suggest is the ideal case scenario, a respirator per
provider for every patient seen. There are not adequate supplies to
follow that protocol.

Mr. WALDEN. So one new respirator for every patient? Every
time you see a patient the doctor or nurse would have to put on
a new respirator?

Secretary SEBELIUS. That is what the IOM suggested. And the
stockpiles in the country in the manufacturing capacity would not
allow us to follow that protocol, so right now, we are working ac-
tively with OSHA and CDC and the health care providers to de-
velop a protocol that actually is more in fitting with what the sup-
ply looks like, because IOM was told not to take into account what
is available or what could be available over the next 6 months. Un-
fortunately, the reality is we have got to look at what is available.
So that discussion is actively underway as we speak.

Mr. WALDEN. And on that point, the Vice President had said at
one point, and I think he probably regretted it, that he wouldn’t
put his family on an airplane, et cetera. I was on an airplane yes-
terday and the person behind me was coughing, and I am con-
vinced was taking no precautions about the emissions. I directed
the air filter to flow backwards. What advice and counsel do you
have for all of us about—I realize we ought to cover our mouths
and all. But if you are on the other side of that, should we be wear-
ing those kinds of protective face masks when the outbreak comes?
Is it going to be helpful or is that just overboard?

Secretary SEBELIUS. What I have been told by the scientists is
that probably not; masks are really not—if you are in a caregiver
capacity in a home situation, coming in close contact, it may pro-
vide some protection. But basically, no. And if this continues to
present much like seasonal flu, you know, a number of people get
hospitalized with seasonal flu every year, we don’t have that kind
of rigid fitted mask protocol underway. So we are trying to balance
safety and security. What is most alarming, and I think all of you
would be great to help with, health care workers right now don’t
get vaccinated. Less than 50 percent of health care workers ever
get vaccinated for seasonal flu, even though they are a priority
group for HIN1 we are afraid that take up rate may be the same.

So I would say that is step one is to take advantage of the protec-
tion that is there with the vaccination, both with seasonal flu and
then with the HIN1 vaccine because they are at the front of the
line and we would hope that they would do that.

Ms. DEGETTE. The gentlelady from the Virgin Islands, Mrs.
Christensen.

Mrs. CHRISTENSEN. Thank you, Madam Chair, and thank you,
Madam Secretary, for being here with us again today. Individuals
25 to 64, with underlying medical conditions such as asthma, dia-
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betes and compromised immune systems are one of the target
groups for the forthcoming vaccine. As you know, racial and ethnic
minorities are disproportionately affected by all of these chronic
diseases and more. Are your clinical trials, are the people in the
clinical trials diverse? And what outreach is being, has been done
that is culturally and linguistically appropriate to reach these
sometimes hard to reach populations, often with poor public health
infrastructure, to ensure that they get the adequate prevention
treatment and so forth?

Secretary SEBELIUS. The clinical trials, it is my understanding,
are diverse, and we are aware of the concerns that have been
raised in the past. Again, a lot of the trials underway are specifi-
cally about dosage because the clinical trials have been done for
years on seasonal flu, which deal a lot with outcomes. The chal-
lenge of communication and outreach strategies is one that we are
taking very seriously. So traditional media is being used, non tradi-
tional media, ethnic specific media, so translating everything on
the Web site into Spanish, into Vietnamese automatically, and then
other languages can be requested as needed, looking at a variety
of media outreach that reach non traditional community, working
with the faith-based and community outreach programs.

Mrs. CHRISTENSEN. Okay, because a lot of these communities
also are not connected.

Secretary SEBELIUS. Right. So we are using the faith-based
groups to connect. For the younger population it is an equal chal-
lenge. So Facebook and Twitter and ESPN has agreed to become
a partner for the scrolls they put across college dorms. We have a
PSA contest on YouTube in terms of trying to get to people. So we
are really trying to maximize. And special outreach to minority
providers and health clinics, knowing that they are likely to see a
lot of folks with underlying health conditions who need to under-
stand how serious the risk is for this virus where nobody has an
immunity.

Mrs. CHRISTENSEN. Thank you, Madam Chair.

Ms. DEGETTE. Dr. Burgess.

Mr. BURGESS. Thank you, Madam Chairman. Secretary Sebelius,
I guess I should point out, for health care providers of my age, we
were, most of us, in the midst of our training during the last swine
flu outbreak during the Ford administration, and remember very
vividly some of the problems encountered. So as information is
gathered as to the safety of this vaccine, I think it is extremely im-
portant to get that out and get it disseminated. We had a big prob-
lem in Fort Worth, Texas, with the first round of this in the spring.
The school district closed, and I would say, I think appropriately
so, but they received a great deal of criticism. The school district
across the Trinity River in Dallas did not close and obviously there
were a lot of comparisons made between the decisions of the two
school districts.

Still, I think Superintendent Johnson did exactly as she should
have when she was confronted with a large number of suspected
cases, and could not get information back in a timely fashion from
the CDC as far as recommendations. To prevent that type of dif-
ficulty from occurring again in the fall, I asked, and your depart-
ment was kind to respond and we did a seminar on HIN1 in Fort
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Worth this past August, and we had representatives not just from
HHS but from DHS and CDC as well as the State and county
health departments. The impression I got from that day’s discus-
sion was that the decisions about closure or non closure of schools
would be left up to the local authorities.

But then seems like less than 48 hours later, the guidelines com-
ing down that your Department would decide when schools should
close. So I would just simply ask the question, who is going to be
making these decisions? Is it the local folks? Is it you? Is it Sec-
retary Duncan from the Education Department? Who is going to be
making these decisions? Because it obviously impacts not just the
school year of the kids, the learning curricula of the children, but
in Texas, of course, we have, like many other States, we have a
testing protocol under No Child Left Behind, and we don’t want to
see our school districts unnecessarily penalized, but we don’t want
to see our school districts take unnecessary risks with the chil-
dren’s safety.

Secretary SEBELIUS. School closure both in the spring and now,
moving forward, are always a local decision. That is made at the
local level. Having said that, the Centers for Disease Control has
issued school guidance, and it is just that, guidance, what they are
seeing from the science and what they would recommend. And at
this point, the guidance is different than what was being discussed
this spring, in part because we didn’t know how lethal the disease
would be, and it was very unclear whether or not sending your
child to school could, indeed, cause much more serious harm. Now,
we have learned a lot over the spring and summer. I have learned
a lot from the southern hemisphere, and so the guidance issued by
the Centers for Disease Control and put forward by Secretary Dun-
can and others in outreach to schools across this country is really
leaning towards keeping schools open, having protocols available in
the school to deal with outbreaks, isolating kids, sending them
home, trying to make sure that teachers and students are vac-
cinated, but keeping schools open. That could change. The flu could
change. We are watching it very closely. But the school decision
will continue to be made at the local level.

Ms. DEGETTE. The gentlelady from Florida, Ms. Castor.

Ms. CASTOR. Thank you, Madam Chair. And thank you, Madam
Secretary, for all of your efforts in educating the country on HIN1.
I am not unlike the millions of parents across the country that
have been, we have been teaching our kids, you know, wash your
hands all the time, cover your cough. We haven’t altered substan-
tially the way we live our lives. So this Saturday we had a dozen
9- and 10-year olds over for my 10-year old daughter’s birthday
party. And they did not protest when I had them wash their hands
before snacks, wash their hands again before cake, wash their
hands again towards the end of the evening. But wouldnt you
know it, that one of my daughter’s friends got sick at the party.
And her mother called me yesterday and, sure enough, it is HIN1.

Now, of course she is staying home from school, and there are
a number of kids out this week. But parents want to know, and
your guidance is very good. The CDC guidance is very good. But
the question I hear a lot from neighbors and other parents, you
know, how long does the child have to stay out of school? And this
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guidance, it says that a person who has it can infect others up to
5 to 7 days after getting sick. But it also says that it is okay to
go back to school 24 hours after the fever is gone. So what is the
most consistent answer I can give to parents of a child that has
just come down with HIN1?

Secretary SEBELIUS. I think the scientists are saying 24 hours
after the fever is gone, without any medication to lessen the fever.
And the problem is that for the kind of average, maybe five to 7
days, a lot of kids it may be two to 3 days and then 24 hours later
they are ready to go. So it is hard to give you a date specific. I
think it is a child-to-child situation. Some have more serious cases.
Some have lesser cases. But 24 hours without any medication since
the time you have had a fever they say is safe to go back.

Ms. CASTOR. Even though they could still infect other kids a few
days after that?

Secretary SEBELIUS. The doctor is telling me what they are see-
ing is that the vast majority can’t infect at that point, and that is
why they have arrived at this 24 hours after the fever.

Ms. CASTOR. Terrific. Okay. Thank you very much.

Ms. DEGETTE. The gentleman from Iowa, Mr. Braley.

Mr. BRALEY. Thank you Madam Secretary for joining us. And I
think everyone is concerned about the public health implications,
but there are some unintended consequences of the public health
campaign that I think we also need to be conscious of. And one of
the concerns that I expressed at an earlier hearing when we had
representatives of the CDC here, was the decision to refer to this
virus generically as swine flu, despite its origins, and the enormous
negative impact it has had on our pork industry because of a lot
of myths and misconceptions.

And yet I know that public health officials have determined that
it is easier to get college students’ attention about the need for get-
ting prepared and exercising precaution when you refer to it by the
name swine flu, as opposed to HIN1. So we have got these con-
flicting things going on. And one of the things that I am very con-
cerned about is how we balance those interests, given the enormous
economic implications to states like mine, when people have half
truths and misinformation and yet the reports that I have seen as
recently as this weekend in The Washington Post, “Sebelius en-
couraging news regarding swine flu vaccine, their choice, not
yours.” New York Times, “One vaccine shot seen as protective for
swine flu.” So how can we address the enormous public health chal-
lenge that we are all legitimately concerned about, and still ad-
dress this enormous negative economic impact that it has had on
our pork industry.

Secretary SEBELIUS. Congressman, that is a great question, and
I can tell you it is one that we are wrestling with a lot. I hope
never out of my mouth have you ever heard that other term, or out
of CDC or NIH or the FDA. And I have taken it on as a bit of a
personal mission when I am with media, reporters and being inter-
viewed to correct them and ask that they please use the termi-
nology that is accurate, because there is a lot of misinformation
and we have, on several occasions, and I join with Secretary
Vilsack and again the other side of this, assuring people that noth-
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ing at all in this flu is related to eating pork. You can’t get it from
pork. There is no crossover.

But you are absolutely right. I know there has been over a billion
dollars, if I understand it, and that may be very underestimated
at this point. And we would welcome any suggestions. I think it is
easier to do so they do it. But I would agree it is a huge, and it
has an enormous economic impact. I have even suggested, and
maybe you want to conduct your own media campaign, that maybe
we should challenge people to use the right terminology. You could
send them a pork chop every time they use the right term, but take
it away.

Mr. BRALEY. Or they could come to the Congressional rack of
pork reception tomorrow night in the Longworth.

Ms. DEGETTE. The Chair now recognizes the gentlelady from
California, Mrs. Capps.

Mrs. Capps. Thank you, Madam Chairman. Secretary Sebelius,
you have been very patient this afternoon and I hope that this
won’t take the full 5 minutes. But I want to thank you and I want
the record to note that you really did hit the ground running. After
your confirmation you had a lot of issues on our plate. I have seen
you everywhere on both health care reform in very positive ways
and also on this topic. And I am referring to a bicameral briefing
that you and several Secretaries presented to Members of Con-
gress. It was midsummer, if I am not mistaken, in between, sort
of like the spring outbreak. And my question then was to acknowl-
edge the role that a school nurse played in the first case in the
Bronx that resulted in massive school closures. And as a former
school nurse, I sort of emphasized, I know why districts close their
schools, but it is chaotic when it happens. Parents have to—parents
don’t have back up plans a lot of times and they miss work and
all the things that ensue and you find kids in the mall and all
kinds of places when that happens.

So now I am pleased to follow the chain of questions that have
been asked. And I will, since this topic has come up, I am inter-
ested in the nuances now that have occurred watching the epidemic
as it has proceeded, and now as this school season hit, and many
of the campuses, a little older teenagers, young adults and that
captive environment which can be dealt with somewhat differently
because they are not so dependent on parents and jobs and things.

But still, I would like to have you address just for a minute for
the record, because the relationship between your department and
CDC and the local communities is very specific and I think, unlike
many other departments, with very direct communication, and out-
line for us a few of the ways that you have been working with local
health departments as they then are partners with local school dis-
tricts to formulate and get the right kind of advice tailored to dif-
ferent parts of the country, so that we behave in the proper way
as this comes out, both in terms of immunizations, vaccination
plan, and also what to do when, like my colleague, Kathy Castor’s
own child’s daughter’s friend, you know, what, how do you respond?

Secretary SEBELIUS. Well, I think that is a great question. Since
the spring I would say the three cabinet secretaries who have been
sort of at the forefront of this effort are Secretary Napolitano with
the Homeland Security and government coordination work, but
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Secretary Duncan from the Department of Education, because,
given the age group of the target population, that has been a real
effort. And he has regular calls, regular outreach with superintend-
ents and principals and teachers all throughout. The CDC has spe-
cific guidance that is on the flu.gov Web site at which we have
asked schools to download and take a look at.

And what happened to really change the school advice, the guid-
ance that was out, from leaning toward closing schools to leaning
toward keeping them open, was first realizing that it would not
present itself as a more lethal disease. Secondly, recognizing that
there are a whole series of other health impacts for children who
are sent home, missing often school breakfast and lunch which has
a nutritional impact, being in an unsafe environment, which has a
significant impact if there is nobody home to take care of them.
And on balance, given the way the disease was presenting, it
seemed wiser that the guidance be toward keeping schools open,
but trying to isolate and send home sick children, urging parents
to keep them home in the first place, but if they show up at school,
send them back home, isolate them until you can find a parent. I
think that this may change as we go along.

And what we know is that what we saw this spring there are
going to be some areas of the country, some cities that have lots
of cases like New York did in the spring. There have going to be
others relatively close by that may have very few cases, so it is im-
possible to have a national protocol, and school decisions will con-
tinue to be very local. But that outreach, we do an every 2-week
call; we have had a big flu summit and asked governors to send
in their education secretaries, their homeland security, their emer-
gency planner, their health, so the school folks have been part of
this conversation in a very robust way from day one.

Mrs. CappPs. Thank you very much.

Ms. DEGETTE. The gentleman from Georgia, Mr. Barrow.

Mr. BARROW. Madam Secretary, thank you for your service, and
thank you for coming here today and sharing with us on this. My
name is John Barrow. I represent Savannah, Georgia, Augusta,
Georgia and all points in between. Our prior response to seasonal
flu might not be the best guide for what we should do, but it is
probably a pretty good guide as to what we will do unless we do
something different. And I am given to understand that less than
half the targeted populations we reach out to on a regular seasonal
basis get the vaccine that is suited for that situation. And so we
have got to anticipate, unless we do something different we are
going to have a similar success rate in response to this new threat.
I understand that one of the targeted populations we are trying to
reach in response to the HIN1 is the population of children and
young adults 6 months to 24 years of age.

Kind of sets it apart a little bit perhaps from the seasonal flu.
I am having a telephone conference call this afternoon with a pret-
ty influential bunch of folks with respect to that targeted popu-
lation. My public health expert, Ms. Betty Dixon, is with me today,
and she is going to be participating in this conference. We are
going to be talking with every superintendent, every assistant su-
perintendent, the principals from every elementary, middle and
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high school in the district, and the deans of students at many of
the 18 institutions of higher learning that we have in my district.

So my question to you is sort of a general one. What can we do,
what can we say in the course of that conversation, for that captive
and very influential audience to help them get a higher success
rate in reaching the targeted population they have some influence
over than we have been able to do so far with respect to seasonal
flu? What can we tell them that we are not already telling them?

Secretary SEBELIUS. Well, I think that you can tell them that we
know that they have the target population, and that if it is nothing
more than just lots of folks getting the flu, that has a huge disrup-
tive factor, so having, minimizing the spread right now, and then
vaccinating we know is the best defense against the flu spread. We
do have some great information on the Web site. I would suggest
that maybe if you put the widget on your Web site and urge them
to come and download, you know, we have got parent tool kits and
information for teachers.

Mr. BARROW. This is how to. What can we tell them as to why
to? What can we tell them to motivate them to make a greater ef-
fort than has been made in the past?

Secretary SEBELIUS. Well, they can keep people from being hos-
pitalized and dying. If 36,000 children in this country die from this
flu, T would suggest it will have a huge impact on communities
around the country. And that is the average death rate for seasonal
flu. So even if it is just like regular flu, given the population that,
basically, they are responsible for, that is what it looks like. And
so I think you need to convince them even the regular flu is par-
ticularly, is different because it is kids and it is young adults. They
have no immunity to this whatsoever.

So anybody with underlying health conditions is really at far
higher risk. And I think just getting their hands around 200,000
hospitalizations year in, year out with seasonal flu, 36,000 deaths,
that is what the profile looks like, but typically, because of the age
of the population who is typically affected and because of their frail
condition I am not sure it has the kind of societal impact, commu-
nity impact. There is, Dr. Schuchat tells me, a new tool kit for
school immunization that will be on-line, well, that went online on
the 13th.

Mr. BARROW. Available at?

Secretary SEBELIUS. But I just think, you know, getting their at-
tention about how even mild flu is very serious. People die, people
get very sick. And anything we can do to prevent that, really, we
need them to do.

Mr. BARROW. Thank you.

Ms. DEGETTE. Mr. Pitts is now recognized for 3 minutes.

Mr. PirTs. Thank you, Madam Chairman. Madam Secretary,
what geographic regions of the country does HHS expect to be hit
the hardest by the HIN1 strain during the winter flu season? Is
there any projections that your Department has made? It seems
like the south has reported an increase in cases. That might be just
because they start school earlier in the south. I don’t know. Do you
have any ideas on that?

Secretary SEBELIUS. We really, Congressman, saw very scattered
cases throughout the country over the spring, during the outbreak.
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There was no one region, one area isolated. We think that the rise
in cases in the southeast, which showed up first, is because of the
fact that they did start school earlier and kids came together ear-
lier. We are starting to see cases though, spread, Oregon, Kansas,
I mean so it is beginning to spread out as people come back to
school, as colleges re-engage. So we don’t have any information that
gives us kind of a regional or local look at what is likely to be more
of an outbreak, which is why it is so important that we keep watch-
ing it very closely and monitoring what is happening on the local
level.

Mr. PirTs. Have all of the States implemented what you would
consider adequate stay preparedness plans for this?

Secretary SEBELIUS. Well, Congressman, all States were required
in order to access the funding available to help them implement,
they were all required to submit plans. I think that the assessment
was that many States are ready in a very robust way. Others were
in okay shape, and some really needed a lot of help. We have pro-
vided technical assistant, support, on the ground surveillance. We
also had teams that did site visits to try and verify that what was
coming in in the written plan was actually accurate in terms of
what was available. So we are trying to provide resources, help,
support, and get States ready to go, because a lot of this will have
to be, the shots in the arm are really going to be a State and local
effort.

Mr. Prrts. Will there be enough vaccine for all of the States to
have?

Secretary SEBELIUS. Yes.

Mr. PrrTs. And are they adequately stockpiled now?

Secretary SEBELIUS. Well, the vaccine isn’t stockpiled because it
hasn’t been produced, so that the vaccine, we hope, will begin to
be widely available on the 15th of October, which is the target
date. We anticipate having some early supplies as early as 10 days
before that and it will be distributed as soon as it comes off the
production lines.

Mr. PirTs. Okay. My time is up. Thank you.

Ms. DEGETTE. The gentlelady from California, Ms. Eshoo.

Ms. EsHOO. Thank you, Madam Secretary. It is wonderful to see
you. And I want to salute you for your very steady, strong, sensible
leadership. Whether you are testifying here or I see and hear you
on whatever TV program, I think that you speak very clearly to the
American people, and I think that we all appreciate that. There
are, what, five companies that are making the—responsible for
the——

Secretary SEBELIUS. Five manufacturers.

Ms. EsHOO. Making the vaccine. One of them is MedImmune,
and they are in my Congressional district. Theirs is a nasal spray,
while the others are the traditional injections. What I would like
to know is, is this something that would be better used for chil-
dren? Are you going to make a choice relative to that? Does it real-
ly matter? Is it good for adults? Is it as good for children? And how
do you think that it might affect the voluntary compliance rate for
those opting to get the HIN1 vaccine? And what I am going to do,
since we only can have one question, is to follow up on some fund-



59

ing questions relative to this whole thing. But I will just stick with
that for now.

Secretary SEBELIUS. What Dr. Schuchat tells me is that it isn’t,
the nasal mist is not recommended for the youngest children.

Ms. EsHO00O. Oh, it is not?

Secretary SEBELIUS. Two to 49 seems to be the target population,
as long as they don’t have underlying health conditions. So, again,
some of the highest risk children would not be recommended to get
the nasal mist instead. But it certainly is a viable alternative for
a lot of population.

Ms. EsH00. Good. Well, thank you again for what I think is real-
ly special and highly needed leadership. We are proud of you.
Thank you.

Ms. DEGETTE. The gentleman from—Mr. Shimkus for questions.

Mr. SHIMKUS. Yes, I just want to—again, I was here for some of
the opening statements. Welcome, Madam Secretary here. Edu-
cation, education, education is the key, especially for a couple of
things. Obviously, just you know, passing of the food and the germs
and all this other stuff. But also, we already have a run on hos-
pitals, emergency rooms with people who are, in essence, just hav-
ing the everyday flu-like concerns. And I know that we have to do
a good job calming the public so that they use the services when
they are needed but don’t over-utilize them when they are not. And
I don’t know how you—I am not a health practitioner so I don’t
know how you gauge that, but I do think that education is the key.

And T would agree with my friend, Anna Eshoo, the calming
presence that your position is going to be required to hold espe-
cially as we come into this season of the year. I have three small—
well, they are not small. I have a junior, a freshman and a fourth
grader, so we are all concerned when they start closing down
schools and maybe before they should and so I just want to encour-
age you. I don’t have any answers. I would like to yield the rest
of my time to Dr. Burgess.

Mr. BURGESS. Thank you, Mr. Shimkus. I just had a follow-up
question that came up. One of the questions down here was on the
funding issue. And there was a little over $7.5 billion for the HIN1
flu in the stimulus bill; is that correct?

Secretary SEBELIUS. That is correct.

Mr. BURGESS. So have these funds been disbursed? Are they
readily available to you? Are they still being held somewhere in the
stimulus pot? Or do you have all of the money you need? Do you
have the funding that you need at this point?

Secretary SEBELIUS. At this point, Congressman, we do. We are
drawing that money down. We have made a couple of draw downs
to buy vaccine and get ready to distribute it. Now that we have a
little more clinical data, we are likely to have a more accurate pic-
ture of how much vaccine we are going to need. We have used some
of it to replenish the stock piles of anti virals that we sent to the
States to help, as I say, about a billion four so far has gone out
to States and hospitals for surge capacity. We are buying protective
equipment. So we are trying to do a step at a time. And at this
point, the funding provided is extraordinary helpful, and we——
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Mr. BURGESS. So at the present time you don’t anticipate having
additional funding requirements that we will be asked to deal
with?

Secretary SEBELIUS. At this point I don’t have them. Again, we
are watching this very closely. If this turns more lethal, if it begins
to present itself in a different way, if, you know, things change and
the surge capacity wrong, at this point I think we are on target,
but it is a day-by-day operation.

Mr. BURGESS. Let me just ask you one other follow up for Mr.
Walden. He, of course, alluded to the fact that we have got, and
this is off the subject of the avian flu, but it is so important be-
cause in 3 months’ time, cardiologists, oncologists and, indeed, all
physicians who practice under the Medicare system are going to re-
ceive a 21 percent reduction if Congress doesn’t do something. Now,
we still have a vacancy at the head of the Center for Medicaid and
Medicare Services, is that not correct?

Secretary SEBELIUS. That is correct currently.

Mr. BURGESS. How close are we to filling that position?

Secretary SEBELIUS. We hope very close.

Mr. BURGESS. This is a critical issue, and I would encourage you
to get that done. And again, Congress has an obligation to its pro-
vider community to step up and do the right thing as far as the
sustainable growth rate formula, but it is very, very difficult to
even get an answer out of the Center for Medicare and Medicaid
Services right now without anyone at the helm.

Secretary SEBELIUS. We do have, as you probably know, Con-
gressman, a new leader for the Medicare and a new leader for Med-
icaid who are in place, John Blum and Cindy Mann, and they are
doing a spectacular job. But I share your concern about the leader-
ship, and we are very close.

Ms. DEGETTE. Thank you. The Chair now recognizes Mr. Sar-
banes from Maryland for 3 minutes.

Mr. SARBANES. Thank you, Madam Chair. Thanks so much for
spending all this time with us. You are close to the end here. I
know we are all very grateful that you are in this position at this
time because you have handled things so superbly, and I think
with a sense of calm that is contagious in a good way. So just don’t
get the flu.

Secretary SEBELIUS. Well, maybe I can walk people through it a
step at a time.

Mr. SARBANES. Right, exactly. I think you answered the first
question I was going to ask, which is the lethality, the judgment
about how lethal this thing can be could change. I know that ini-
tially there was concern that it be more lethal than it has turned
out to be but you just alluded to the fact that it could turn back
in the other direction; is that right?

Secretary SEBELIUS. That is correct.

Mr. SARBANES. Okay. And I was just curious. I imagine you have
ways of judging the success of our overall effort to contain this pan-
demic as we go forward, which would include clearly looking at the
number of lives lost in the process. I would imagine how well we
are doing addressing these high risk groups out of the gate, what
is happening in particular communities in terms of the modeling
that that suggests. I wonder if you could just point to any other
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sort of prime indicators you are going to be looking at, and also
comment on whether you anticipate that there will be kind of pivot
points along the way, where we may need to regroup and move in
a kind of different direction than we are anticipating right now.

Secretary SEBELIUS. Great questions. I think that one of the les-
sons learned from the ’76 experts was that there do need to be
points along the way that you make sure we are still on track be-
cause, as people keep telling me, the predictable fact about the flu
is it is unpredictable. It could change. So monitoring very closely
what we are seeing and part of the lethality is really watching
what happens when HIN1 begins to mix with the seasonal flu vi-
ruses. What we saw in the southern hemisphere is still encour-
aging, that it did not mutate into a significantly more dangerous
virus. That is good news. But can that happen next month, the fol-
lowing month? You bet.

So there will be continued monitoring and testing, particularly
the more serious cases when they come to the hospital, and making
sure that we know we are on target. The vaccine seems to be ex-
actly what it should be to target HIN1. The robust response is
great. The limited time that it is taking is very good. And the fact
that one dose seems to actually produce a good immunity response.
All of that is very good news. But I think watching the outbreak,
certainly monitoring very carefully hospital capacity, how to deal
with the more seriously ill folks, we really worry about, right now,
anti viral treatments. We are, unfortunately, seeing many pro-
viders give anti virals prophylactically, so suggesting that people
would fill a prescription and take it to prevent the flu.

What our scientists tell us is exactly that is the wrong direction
because it actually lowers people’s immune response. It could make
them far sicker in the long run, and it will draw down our anti
viral stockpile. So that is a particular concern that we put out new
anti viral guidance. We are doing some aggressive outreach to the
provider communities trying to remind them that that really is a
strategy which is very counter productive in the long run. So I
don’t know what is the next challenge like that. But we will have
them.

Ms. DEGETTE. Thank you. The gentleman from Washington, Mr.
Inslee.

Mr. INSLEE. Thank you. Do you have any issues as far as
prioritization, geographically or otherwise, when we have a vaccine
become available? Could you identify those issues that the public
may be interested in or we may be interested?

Secretary SEBELIUS. Well, there is certainly no geographic pri-
ority. We have asked the States to present plans, which they have.
And the community on immunizations, I mean, the Committee on
Immunizations has developed a priority list based on the science,
basically five categories of people who total about 160 million
Americans, pregnant women, caregivers of infants under the age of
6 months, children 6 months to 24, particularly those with under-
lying health conditions, adults 24 and up with underlying health
conditions and health care workers.

And that is about 160 million people. We said to States, figure
out how to get those folks to the front of the line. What are the
best outreach opportunities, and that is where the vaccine will
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flow. There will be about 90,000 sites that will receive vaccine
based on the State plans that we have. So we are not targeting
folk. We are not making, we are just trying to use our bully pulpit
in the communication to say to those target populations, you really
need to think about this. And one of the challenges, as you all
know, will be to get parents ready to sign consent forms for kids,
so information is going home in schools to say to parents, this will
be available we think by the middle of October. But here is what
the concept form is going to look like. Think about it. Get ready to
sign it. So if we have a vaccination effort at your school, your child
actually can be vaccinated.

Mr. INSLEE. I heard a, to me, sort of surprising comment by an
ER room doc last week when I was home suggesting that one of
the problems may be overutilization of our ER room services associ-
ated with this, that they are concerned about people coming in.

Secretary SEBELIUS. The worried well.

Mr. INSLEE. The worried well. And we understand worry and we
would all like to be well. You know, just to the extent we dissemi-
nate information, what would you tell us all? And you may have
already talked about this, but it bears repeating, I think, in that
regard. When should people really feel compelled to go into the ER
room as opposed to calling your physician first or nurse?

Secretary SEBELIUS. Well, I would even back it up a step; that
if someone comes down with the flu, either an adult or a child, and
there are no serious consequences more than a fever and aches and
pains, go to bed, chicken soup, stay away from other folks. I am
not sure you need to take additional steps. Anyone with underlying
health conditions, asthma, diabetes, neuromuscular disorders,
should contact a physician on presentation of flu-like symptoms.
That is the population for anti virals. That is who needs Tamiflu
fairly quickly, or Relenza. And then certainly anybody who then is
more seriously ill or a child who becomes lethargic or, you know,
there are a series of again, tips on the Web site. You take the next
step. But it is really a triage. People who just come down with the
flu probably don’t need to call a doctor or have an anti viral or cer-
tainly not go to the hospital.

Mr. INSLEE. Thank you. Thanks for your work.

Ms. DEGETTE. Thank you very much. The Chair will now recog-
nize herself for, I think, the last questioning. And I want to thank
you Madam Secretary and also the CDC staff again, for the re-
markable job all of you have done in getting the information out,
in tamping down panic. I think that the public health effort is
going really well here. Several times in your testimony, you re-
ferred to the concern that we have that this virus could mutate. We
hope that it won’t. It didn’t in the southern hemisphere. But we
have had a number of hearings in this committee over the years
about various flu strains. And, of course, the avian flu has been a
big concern in this committee over the years. I am wondering, first
of all, how are we coming in developing a cell-based vaccine, rather
than the traditional egg-based vaccine that we are still using for
development of the HIN1 vaccine?

Secretary SEBELIUS. My understanding, Congresswoman, is we
are still a couple of years away from the different technology. Cell-
based, I think, is the sort of high tech version. Actually tobacco



63

growing is also regarded by folks as sort of promising, but we are
not close to, I mean the last time I talked to folks it is probably
still a couple of years away.

Ms. DEGETTE. But are we making a real effort towards these
other vaccines? Because part of the problem we have, and part of
our concern last spring with HIN1, was that we might not be able
to identify the strain quickly enough to make a vaccination because
we do have to produce the eggs.

Secretary SEBELIUS. Well, that, investing in developing a faster
newer technology is still very much underway. It is part of what
we are doing on an ongoing basis. So we are trying to accelerate
the work. But it is not imminent that we will have another meth-
odology for developing a vaccine than the egg-based methodology.

Ms. DEGETTE. I think you can expect more hearings on this
topic, and we are going to also ask some of the experts for the NTH
and CDC because what could happen is if we have an avian flu or
some other kind of epidemic that is as fast moving as this HIN1
then we would have really been in trouble.

Secretary SEBELIUS. Well, I think you are absolutely right. And
I think this is a, hopefully it won’t be more than this, but a sort
of wake up call that up till now it has been hypothetical. It is now
very real and we are watching a disease spread enormously quick-
ly, not only in this country but it has now presented in about 120
countries around the world. So we know this is real.

Ms. DEGETTE. Right. And with great rapidity. What are we doing
for people who are allergic to the egg-based vaccines with the
H1N1 vaccine? Can they just not get it?

Secretary SEBELIUS. I was just told that they can not get it. But
vaccinating those around them is the best way to help to protect.

Ms. DEGETTE. Now, what is it status right now of HI1IN1, the
avian flu virus? Is it still lurking out there in parts of the world.

Secretary SEBELIUS. It is still there. It is continuing to cause dis-
ease, but it isn’t being transmitted very easily.

Ms. DEGETTE. I have a last question. Ms. Castor has the 9 and
10-year-olds at home. I have the college student. And the college
students now, this was like when our kids were little and we had
the chicken pox parties, the college students are now having flu
parties where they are trying to purposefully get—I don’t want to
know exactly how they are trying to share the virus, but they are.

Secretary SEBELIUS. Sneezing on each other.

Ms. DEGETTE. And so she and her friends asked me to ask you,
what is your advice about this practice of these flu parties?

Secretary SEBELIUS. I would say it is a pretty bad idea.

Ms. DEGETTE. That was my motherly advice, too. So I just want
to know from the expert.

Secretary SEBELIUS. And I am sure they won’t listen any more
to me than to you. But, again, this is a serious disease. Most peo-
ple, getting the flu is a problem. You miss work, you miss—but for
a lot of people, this is deadly. And so doing anything to transmit
the disease, and particularly I would say to our young and people
who think they are invincible, a number of the younger folks may
have health conditions that they are not even aware of and they
really could be in serious trouble by voluntarily getting this flu.
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Ms. DEGETTE. So, I mean, in all seriousness, the advice of the
CDC and everybody else is that, for everyone, they should be tak-
ing hand-washing protocols, doing their best if they feel sick to iso-
late themselves to others and to keep this from spreading.

Secretary SEBELIUS. Absolutely. And 6- to 24-year-olds, including
the college age group, are in the first priority to get vaccinated.
That is the best way on a college campus and a dorm to keep kids
safe. We have done a lot of outreach to college presidents to say,
find a dorm or find an isolation room. You can’t often send kids
who are away from school home, but isolating them from one an-
other. Don’t have them go to the school cafeteria to get meals. Fig-
ure out a way to get the meals. Keep them away from roommates.
Because what we know is this spreads very, very rapidly.

Ms. DEGETTE. And when the vaccine does come out, the college
students should all go get vaccinated.

Secretary SEBELIUS. Exactly.

Ms. DEGETTE. Thank you so much. We have ended under time,
and we are very appreciative of your testimony today. We look for-
ward to seeing you again.

Secretary SEBELIUS. Glad to be here.

Ms. DEGETTE. Before I adjourn the hearing, let me say the
record will stay open for 7 days for members to submit additional
questions.

[Whereupon, at 3:16 p.m., the committee was adjourned.]

[Material submitted for inclusion in the record follows:]
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Opening Statement

Congressman Greg Walden

Full Committee Hearing on HIN1 Flu
September 15, 2009

Welcome today to the 'Energy and
Commerce Committee, Secretary Sebelius.
HINTI flu and seasonal flu is a topic that is
on the minds of everyone’s constituents.
I’m eager to hear your assessment of our
nation’s preparedness to address the myriad
challenges a widespread outbreak of either

or both of these flu strains will present.

I’m also coming at the as a parent whose son
came down with the flu -- not sure which
strain -- a few weeks ago shortly after
returning to college for the falls semester.

His small campus of a few thousand
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students has seen approximately 100 cases
of HIN1. The University has planned for
several years for pandemic influenza and

they’ve activated their response plan.

I’m encouraged by how much medical
researchers have learned about HIN1, how
it behaves and how it reacts to antiviral
drugs. Additionally, HHS’s declaration of a
public health emergency with respect to
HINT1 in the Spring of this year triggered
important protections that have allowed
vaccine manufacturers to do what they do
best and ramp up production of antiviral

drugs. Without these protections, I question
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if we would be even close to having the
antiviral drugs and diagnostic tests needed to
address the President’s Council (of Advisors
on Science and Technology) estimates that
30 percent to 50 percent of the U.S.
population could be infected by a fall
resurgence of HIN1.

Local, state, and federal health officials
along with we here in Congress have our
work cut out for us in helping Americans
differentiate between at-risk populations for
seasonal vs. HIN1 flu, helping them
understand that a flu shot for one strain

doesn’t help protect you against the other
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and that old-fashioned soap and water is
among the best forms of protection against

catching the flu.

We’ve also got our work cut out for us in the
realm of health reform. There is great unrest
among my constituents about how Congress

will reform our nation’s health care system.

Secretary Sebelius, it’s my hope that you
will come back to the full Committee in the
near future to give all of us an opportunity to
ask questions, share ideas and flesh out

concepts as they relate to health care reform.
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The principles laid out by the President—
most specifically that he would not sign a
bill that adds a dime to the deficit—are in
direct contradiction with the legislation
passed out of this committee at the end of
July, which CBO said would increase the
deficit by $239. So I hope that at some point
the majority leadership would invite
everyone to the table to hammer out a
serious, bipartisan measure that lives up to
the President’s vision in that regard, and
doesn’t jeopardize the private coverage that

67 percent of Americans have.
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Thank you and I yield back the balance of
my time but not before I extend Happy
Birthday wishes to Ranking Member Barton.
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STATEMENT OF REPRESENTATIVE EDWARD MARKEY (D-MA)
ENERGY AND COMMERCE COMMITTEE
HEARING ON PANDEMIC FLU PREPAREDNESS
SEPTEMBER 15, 2009

This year, American children across the country are returning to school after
summer break with more to worry about than just their homework. The HIN1 influenza
virus, which swept across the country and the world with alarming speed earlier this year,
poses a threat to the health and well being of all Americans, from students to seniors.

In my home state of Massachusetts, the HIN1 virus has infected 1,400
individuals, more than half of which were children under 18 years of age. Sadly, this
virus has also caused 11 deaths in my state and nearly 600 deaths nationwide.

In 2005, when a new strain of avian flu was found to be spreading across various
parts of the world, our nation was severely unprepared. Federal agencies were caught off
guard, as they were still developing preparedness plans and struggled to coordinate their
efforts, all while hampered by inadequate funding levels.

In the 109™ Congress, I introduced the Global Trade Requires Unmitigated Truth
in Health, or TRUTH, Act, to ensure that we address the global aspect of health risks in
this era of unprecedented international commerce and travel. As our world becomes more
and more interconnected, we also see an increase in harmful and dangerous diseases
flying across our borders.

We all know that pigs can’t fly, but swine flu can. It can fly across borders,
infecting individuals all around the globe.

We were spared a major outbreak of the avian flu in 2005, but now, the HIN1
outbreak has already reached a pandemic classification by the World Health
Organization. This time, however, we are much better prepared to combat the HIN1 virus
than we were when faced with the avian flu.

A new vaccine is being developed and will be ready in the coming weeks. The
Department of Health and Human Services has carefully coordinated efforts with
education institutions, state and local authorities, travel industries, the business
community, and health care providers. Five companies will be producing a large supply
of the 2009 HIN1 vaccine and more than 670 Massachusetts providers have already
registered to help administer it when it is ready.

To further reassure concerned mothers and fathers, the Massachusetts Department
of Health is recommending an “MVP” approach to combat the HINI virus.
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MITIGATE your risk by staying home when you are sick and keeping your kids
home if they are ill.

VACCINATE yourself and your family once the HIN1 vaccine is available,
especially if you are at high-risk.

And PREVENT the spread of flu by washing your hands frequently covering your
mouth when you cough or sneeze.

Every one of us has the responsibility to be the MVP in our household, in our
office, in our neighborhood.

1 applaud President Obama, Secretary Sebelius, and thousands of health care
workers and researchers for taking the necessary action to prepare our country against the
HINT threat.”
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Statement of the Honorable Anna G. Eshoo
House Committee on Energy and Commerce
Full Committee Hearing on “Preparing for the 2009 Pandemic Flu”
September 15, 2009

Thank you, Mr. Chairman, for holding this important hearing about the 2009 Pandemic
Flu. As schools open and we approach flu season, it’s more important than ever that we
coordinate efforts to address preventing the spread of pandemic flu.

We live in a mobile society where an epidemic can migrate from animals to humans and
sicken people in a different nation within a week. As we’ve seen in the past few months,
a virus that originates in a small town n Mexico can spread across the world in the blink
of an eye. When we first discovered HIN1 last April, we knew very little about it, but it
dominated world news reports. The speed at which a virus now spreads breeds
confusion, and confusion leads to panic.

I'm pleased with the work that the Administration has accomplished in preparing for the
possibility of a new wave of cases and working with vaccine manufactures to produce flu
vaccines specific to the HINT strain. I'm proud that one of these companies,
MedImmune employs hundreds of employees in my Congressional District. They are the
first company to complete-an HIN1 vaccine scheduled for availability of September.

1 do have some concern about the possible diversion of funds from Project Bioshield to
possibly fund flu preparedness. In the 109th Congress, Rep. Rogers and I introduced and
helped pass the Biodefense and Pandemic Drug Development Act (BARDA) to create a
new office within HHS to be the single point of federal authority for the development of
medical countermeasures; Project Bioshield, which falls under BARDA, is a procurement
program to develop chemical, biological, radiological, and nuclear countermeasures.
Bioshield makes milestone payments to drug developers at key stages of their work,
helping to reduce the financial risks of taking on this great challenge.

Given the risks involved, very few companies are willing to commit their limited
resources to develop the vaccines and antidotes to respond to these attacks without some
assurances of return on their investment. I worry that with limited funds left in Project
Bioshield, additional research and innovation will be stymied while projects already in
the works will never come to fruition

The President requested, and it has been included in the FY 2010 Labor HHS
Appropriations Act, $305 million to be transferred from Project Bioshield to BARDA.
The Labor HHS bill also transfers $500 million from Bioshield to HHS for basic
research. I'm interested in hearing the Secretary Sebelius’ views on how she plans to
ensure adequate resources for Project Bioshield.

1 thank the Secretary for being here today and 1 look forward to her testimony.
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Thank you, Chairman Waxman and Ranking Member Barton,

for holding this important hearing today on preparing for the 2009

pandemic flu. 'm looking forward to hearing from Secretary Sebelius

today and learning what we can expect this flu season. I'm especially

interested in learning what the Department of Health and Human

Services, in coordination with other relevant government agencies, is

doing fo respond fo the expected surge in H1N1 flu cases, to protect

the health and safety of the American pubilic, and to ensure the

communication of accurate information.

First, I'd like to thank Secretary Sebelius for working to ensure

that the Department and it components are identifying this flu by its

proper name, H1N1, and not the common misnomer “swine flu,” and

to encourage the Department to ramp up these efforts. I'm glad the

Centers for Disease Control stopped using the term “swine influenza”
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on their website shortly after | raised this issue at our April hearing on
H1N1. But, unfortunately, this misnomer is still being used far too
often — including by major and trusted news sources — and is
continuing to harm pork producers in my state of lowa and across the
country. One estimation by University of Missouri economists has
U.S. pork producers losing more than $100 million a month, or about
10 percent of their expected returns, since the human ﬂq cases
emerged in April. According to the National Pork Producers Council,
since the H1N1 influenza story broke this spring, U.S. pork producers’
revenues have declined by $991 million from the level expected
before the crisis began.

It's unacceptable that, months after it has been clearly
demonstrated that there is no connection between H1N1 and food
safety, that this incorrect term is still used so predominantly, and with
such drastic consequences. If we're hoping to effectively p.revent and
respond to cases of H1 N1,- we must work to ensure that all
gévemment agencies and officials — and the media — are
communicating the most accurate information possible to the public.

I'd like to encouragé Secretary Sebelius to continue and to step up

efforts to ensure that this flu is properly identified, and to work to stop
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the spread or continuation of any misperceptions or misinformation
about the virus.

I'm encouraged by last week’s news that the first studies are
indicating that the H1N1 vacbine is effective in adults with just one
dose, and that the vaccine appears to be safe. | hope this ﬁeans
that more Americans will be protected more quickly, and that all of the
members in high-risk groups will be able to be receive vaccinations
well before the flu's expected peak. However, | also believe we must
be cautious and vigilant in ensuring the safety of the H1N1
vaccination before it is administered to a large number of Americans.
I’'m looking forward to hearing from Secretary Sebelius today about
the steps HHS is taking to ensure that this vaccine is as safe as
possible.

Again, thank you Chairman Waxman for holding this hearing,
and thank you to Secretary Sebelius for being here today. I'm looking
forward fo heariﬁg your testimony and learning about what you, the
Department of HHS, and the other involved government agencies are
doing to protect the public from the flu, ensure thé safety of the H1N1
vaccine, and ensure that the public is receiving accurate information

about the H1N1 virus.
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QUESTIONS FOR THE RECORD - SECRETARY SEBELIUS
2009 HIN1 HEARING ON SEPTEMBER 15 BEFORE THE
HOUSE ENERGY AND COMMERCE COMMITTEE

Rep. Mike Rogers

QUESTION 1. From a preparedness perspective, how was the early funding of $5.6
billion for pandemic flu provided in 2006 helpful in positioning HHS to combat the HIN1
threat?

ANSWER:

During 2004 and 2005, HHS developed a comprehensive pandemic influenza preparedness plan,
which serves as a blueprint for all HHS pandemic influenza preparedness and response activities.
The $5.6 billion appropriated in Fiscal Year (FY) 2006 has been used to make significant
progress implementing that plan. Specifically, these funds have been used to invest in expanded
domestic vaccine manufacturing capacity; to support the development of new rapid diagnostic
tests, new antiviral drugs, and medical countermeasures; and stockpile antiviral drugs, personal
protective equipment, and vaccines for certain strains of influenza. HHS’s progress in meeting
these goals has allowed the United States Government (USG) to respond with unprecedented
speed to the HIN1 pandemic threat.

Through HHS vaccine stockpiling efforts for HSN1, the USG has developed relationships and
ongoing contracts with vaccine manufacturers worldwide. These relationships and contracts
have made our current vaccination campaign much more responsive than it otherwise could have
been. Our previous work with these manufacturers ensured that there was global capacity to
produce vaccine as quickly as we have. HHS’s existing contracts with these manufacturers
ensured the USG a priority place in line as vaccine has been produced.

HHS has made investments in expanding domestic influenza vaccine manufacturing capacity.
Through the building of the HSN1 vaccine pre-pandemic vaccine national stockpile and increase
in the U.S. for seasonal influenza vaccine uptake, the number of influenza vaccine manufacturers
doubled for the U.S. seasonal vaccine market and for pandemic preparedness. Retrofitting of
existing vaccine manufacturing facilities in the U.S. for influenza vaccines supported by HHS
contracts in 2007 resulted in increased U.S. vaccine production during the 2009 HIN1 pandemic.
Additionally, investments made in cell-based influenza vaccine development and domestic
vaccine manufacturing infrastructure led to the building and opening of the first cell-based
influenza vaccine manufacturing in November 2009, which will provide a significant increase in
U.S. influenza vaccine manufacturing by 2011. Other vaccines and facilities will follow in
subsequently.

HHS supported the development of a new influenza antiviral drug called peramivir, which was
stockpiled and used for critically ill influenza patients in life-threatening situations under the
FDA’s Emergency Usage Authority. HHS has also supported the development of several new
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adjuvants, which were stockpiled as a contingency if the vaccine no longer matched the
circulating virus, the disease become much more virulent, or the vaccine required more antigen
per dose than manufacturing capacity allowed.

HHS has established and replenished stockpiles of influenza antiviral drugs (81 million treatment
courses) and personal protective equipment, such as surgical masks (37.7 million) and N95
respirators (20.4 million). In response to the HINI outbreak, some of these stockpiles were
deployed to states this spring. The release of antiviral drugs and personal protective equipment
has served to help make states and local providers better equipped for the upcoming pandemic
threat.

HHS awarded several contracts to develop rapid diagnostic tests for seasonal and H5N1
influenza viruses. In the clinical evaluation process for one of the rapid diagnostic tests that
HHS funded and further specimen testing by CDC, the current 2009 HIN1 pandemic influenza
strain was first isolated as a novel virus. This early detection of the 2009 HINT influenza virus
in the United States has helped public health authorities across the world identify this pandemic
threat.

When HHS became aware of the HIN1 pandemic threat, we were able to redirect remaining FY
2006 balances, along with FY 2009 Omnibus funds, from ongoing pandemic influenza
preparedness projects to accelerate the HINT response. These funds allowed HHS to start the
vaccine production process in May, even before Congress appropriated funds for the HIN1
response. [f HHS had not been able to access the balance of the FY 2006 funds, the current
vaccination campaign could have been delayed by a month or longer.

QUESTION 2. Given the additional funding over $7 billion made available in the May
War Supplemental to support efforts against HIN1, do you believe that you have adequate
resources available to meet this threat?

ANSWER:

HHS has made significant progress in its response to the 2009 HIN1 pandemic, but we have yet
to see how this flu season will develop. In addition to the $1.85 billion in direct emergency
appropriations for 2009 HIN1, HHS has notified Congress of plans to spend $4.3 billion of the
contingent emergency appropriation. These plans include $3 billion for HIN1 vaccine and
related supplies, and almost $2 billion to support states and hospitals in their planning and
preparation efforts. As of November 30, HHS has obligated over $3.6 billion from the
Supplemental, as well as over $1.4 billion from remaining FY 2006 balances, the FY 2009
Omnibus, and other HHS funding, in response to 2009 H1NT; this includes $2.7 billion to
purchase 251 million doses of vaccines and related supplies.

Based on information from clinical trials conducted by NIH and vaccine manufacturers, a single
dose of vaccine is sufficient for healthy adults to develop an immune response. Two doses are
recommended for children under the age of 10, which is consistent with the recommendation for
seasonal influenza vaccine. We anticipate purchasing sufficient vaccine for everyone in the
priority groups and two-thirds of the American public. Based on current estimates of demand,
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we will have sufficient vaccine for everyone who wants one. It is possible that demand will
increase in the coming months, in which case we would need to purchase additional vaccine. We
believe that such an increase could occur depending on the severity and prevalence of the HIN1
virus. At this time, the funds appropriated by the Congress are sufficient to support the
immediate HINT response needs.

The federal government is working in partnership with states, territories, tribes, and local
communities as well as the private sector to help distribute and administer the new HIN1
vaccine. We have distributed funding to states and localities to support planning and response
efforts. HHS has also distributed supplies from the Strategic National Stockpile such as antiviral
medications, masks and respirators. We have heard from many states who report they may not
have sufficient funds from the Public Health Emergency Response (PHER) grants to complete
their current HIN1 vaccination programs. In response, we plan to provide additional funding to
states and localities that might need additional support.

If the virus should worsen, this could impact the level of federal, state, local and private sector
response necessary. HHS continues to report obligations from the $7 billion to Congress on a
monthly basis. We look forward to working with the Congress as we move forward in the
vaccination campaign.

QUESTION 3. Regarding HIN1 preparedness, what steps are you taking to make sure
that we vaccinate critical members of the workforce? For example, in my district I have a
company which plays an important role in safegnarding our preparedness from a
bioterrorist attack by providing medical countermeasures to the SNS. Should they
experience an outbreak, it could bring production to a halt and cripple our preparedness
efforts. What efforts are you taking to make the HIN1 vaccine available to critical sectors
of our workforce?

ANSWER:

CDC provides recommendations to states on vaccination, including prioritization of vaccine, but
states and localities ultimately decide whether and how to implement these guidelines (i.e., itis a
state-by-state final decision on how to prioritize vaccine in each state). The CDC's Advisory
Committee on Immunization Practices (ACIP) recommends that pregnant women, people who
live with or care for children younger than 6 months of age, health care and emergency medical
services personnel, and all persons under age 25 and persons 25 to 64 years of age who have
chronic medical conditions receive the vaccine before others. These ACIP recommendations,
which have been endorsed by CDC, were developed with the goal of protecting those who are at
higher risk for acquiring influenza or developing influenza complications. If there are situations
unique to a district that warrant a local decision to include other groups as a priority for
vaccination, that decision can and should be made by that state and/or locality. The ACIP
recommendations were developed based on the epidemiologic data from the 2009 HIN1
outbreak, not on a person’s occupation.

Across the nation, levels of pandemic influenza disease, demand for vaccine, and local
availability of vaccine vary. Consistent with recommendations of the ACIP, many states and
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communities have now shifted gears to expand vaccine availability to all who wish to receive the
HINT1 vaccine. This shift is appropriate for areas that have been able to meet demand among the
priority population groups.

QUESTION 4. Is the Administration still considering significantly depleting the BioShield
Special Reserve Fund [SRF] to fund the development and /or procurement of HIN1 flu
vaccine? How do you intend to balance two important priorities - pandemic flu and
CBRN threats? Can you please discuss your thoughts on proposals to use SRF funds for
purposes other than CBRN medical countermeasures?

ANSWER:

In June 2, 2009, the Administration submitted a Supplemental Appropriations request to the
Congress, to support our Nation’s efforts to respond to the 2009 HIN1 virus. That request
included new funding for response as well as authorities to transfer funding from other
appropriations and to amend the purpose of Project BioShield's authority to include pandemic
influenza as an allowable activity. On June 24, 2009 the President signed Public Law 111-32,
providing $7.65 billion to enhance our Nation's capability to respond to the potential spread of
the HINI flu outbreak. At this time, the funds appropriated by the Congress are sufficient to
support the immediate HIN1 response needs.

The Project BioShield program is not being considered for purposes other than CBRN medical
countermeasures at this time. Already having procured countermeasures for anthrax, botulism,
smallpox and radiation threats, Project BioShield continues to work, in conjunction with
Biomedical Advanced Research and Development Authority (BARDA), to bring more product
candidates through the pipeline to the Strategic National Stockpile.

QUESTION 5. What do you believe is the appropriate funding level for Project BioShield
to support CBRN acquisitions and provide confidence to the biodefense industry that the
Administration remains committed to biodefense?

ANSWER:

HHS/ASPR/BARDA remains committed in its mission to acquire a stockpile of countermeasures
against all 13 material threats identified by the Department of Homeland Security. We are very
cognizant of our responsibility to the health security of our Nation and committed to our partners
in the biodefense industry.

The Special Reserve Fund for the late stage development and acquisition of CBRN medical
countermeasures under the Project BioShield authorities has been appropriated $5.6 billion. We
note that products for consideration under a BioShield acquisition must be sufficiently matare
such that licensure of the counter measure is anticipated within 5-8 years. Thus, essential to the
success of Project BioShield, is the continued support for CBRN Advanced Research and
Development. The $305 million in FY 2010 will support the advanced development of anthrax
vaccines and therapeutics, broad spectrum antibiotics, and radiological and nuclear
countermeasures.
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We again remain steadfastly committed to our statutory responsibilities and to those industries
that will enable us to achieve our mission.

QUESTION 6. The bipartisan Commission on Weapons of Mass Destruction and others
believe we should be investing $1.7 billion in the Biomedical Advanced Research and
Development Authority [BARDA] for 2010. How do you reconcile that need with the
Administration's request for only $305 million [as a transfer out of the BioShield SRF] in
2010?

ANSWER:

The FY 2010 President’s Budget provides funding to further develop countermeasures in the
priority areas of anthrax vaccines and therapeutics, broad spectrum antibioties (BSA), and
radiological and nuclear threat countermeasures.

QUESTION 7. The Department has been in negotiations for a second generation anthrax
vaccine for nearly a year now. What is the status of that procurement?

ANSWER:

In February 2008, ASPR/BARDA released a Request for Proposals (RFP) under Project
BioShield for rPA anthrax vaccine. A Project BioShield RFP was intended to take mature
products (e.g., those in Phase 2 clinical trials and at commercial-scale production), and support
them through the final safety and efficacy testing to achieve licensure, as well as deliver a certain
number of initial doses to the Strategic National Stockpile. In this case, an RFP contract award
would have required the contractor to achieve FDA licensure for an rPA vaccine product, in
addition to delivering 25 million doses to the Strategic National Stockpile.

In order to ensure that potential awardees would be able to successfully meet the terms of the
contract, BARDA completed comprehensive technical reviews of the proposals received.
BARDA provided numerous opportunities for offerors to revise their proposals to meet
contractual requirements. After site visits, reviews and lengthy discussions with Offerors,
BARDA determined that no Offeror could meet the Government’s requirement. As a result,
BARDA has decided to cancel the rPA vaccine RFP. The current pipeline of product candidates
is simply not mature enough to warrant awarding a Project BioShield contract at this time.
Awarding such contracts would present a high risk of failure for both the contractor and the U.S.
government,

Until candidate medical countermeasures are sufficiently mature for acquisition, the best
mechanism for supporting their development is through milestone-based advanced development
contracts. BARDA supports advanced development of CBRN medical countermeasures using a
Broad Agency Announcement (BAA) that is continuously open for submissions. Contractors
can submit proposals to the BAA at any time, which are then evaluated on a regular basis. For
medical countermeasure programs of particular interest, BARDA issues Special Instructions that
highlight desired characteristics of candidate products.
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On December 7, 2009, BARDA released Special Instructions for Advanced Development of
Recombinant Protective Antigen (tPA) Anthrax Vaccines under a BAA in order to support the
advanced development phase and to re-stimulate interest in these products across the medical
countermeasure industry. These special instructions are to specifically solicit solutions for
developing Recombinant Protective Antigen (rPA) anthrax vaccines BARDA plans to award
advanced development contracts for next-generation vaccines in the first half of 2010,

QUESTION 8. What steps is your agency taking to ensure that we are fully prepared for a
bioterrorist attack and that we continue to stockpile medical countermeasures?

ANSWER:

Since 2004, BARDA has been building a portfolio of countermeasures against the 13 material
threats identified by The Department of Homeland Security. BARDA has obligated over $2.6
billion of the Project BioShield Special Reserve Fund (SRF) for the stockpiling of
countermeasures against anthrax, botulism, smallpox, and radiation threats. Since 2007,
BARDA has also utilized annual appropriations for advanced research and development (totaling
over $480 million) to broaden its portfolio of CBRN countermeasures to over 35 contracts and
grants. In addition, BARDA will direct the $305 million in new funding provided by the
Congress in FY 2010 to improve preparedness in critical threat areas including anthrax and
radiological/nuclear as well as for the development of broad spectrum antimicrobials.

While procuring products for the SNS can act as a deterrent to those who wish to impose terror
on the American people, it does not fully ensure preparedness. To that end, BARDA, through
the Public Health Emergency Medical Countermeasures Enterprise (PHEMCE), is working with
the SNS as well as state and local officials to ensure that appropriate deployment strategies are in
place and to facilitate a rapid response, diminishing the adverse effects of a bioterrorist attack.
BARDA also works through the PHEMCE to define and prioritize medical countermeasure
requirements and to coordinate research, early and late stage product development, and
procurement activities.
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Rep. Michael Burgess

QUESTION 1. In answering Congressman Deal's question, you stated the HIN1 vaccine
would go to priority populations first. One of those priority groups are pregnant women.
As a practicing ob-gyn for 25 years, I'm curious to know why trials for this vulnerable
population just began. Why was there such a delay in trials for pregnant women?

ANSWER:

The National Institute of Allergy and Infectious Diseases (NIAID), a component of the National
Institutes of Health, is conducting a number of clinical trials of 2009 HIN1 influenza vaccine,
including testing the vaccine in pregnant women. NIAID planning and implementation of these
clinical trials utilized the scientifically and medically accepted approach of initiating the trials in
a sequential fashion. It was important to first obtain preliminary results on the safety of the 2009
H1IN1 influenza vaccine in healthy adults, including women who were not pregnant. The initial
data from the adult trial were reviewed by an independent safety monitoring committee to ensure
that there were no safety concerns. Once these data were reviewed, NIAID-supported
investigators began testing the products in special populations, such as children and pregnant
womer.

NIAID initiated three clinical trials 0f 2009 HINT vaccines in pregnant women, two in healthy
pregnant women and one in HIV-infected pregnant women. The first NIAID-sponsored trial in
pregnant women began enrollment on September 9, 2009, recruiting 120 healthy women 18 to 39
years old in their second or third trimester of pregnancy (14 to 34 weeks). On November 2,
2009, NIAID reported the results of a preliminary analysis of the antibody responses from 50
women enrolled in this first trial. The analysis showed that pregnant women had a robust
immune response following a single dose of the vaccine. Blood samples taken 21 days after the
first vaccination showed levels of antibodies directed against the 2009 HIN1 virus that were
comparable to the levels seen in healthy non-pregnant adults ages 18 to 64. Specifically, 92
percent of pregnant women who received a single 15-microgram dose of vaccine showed
antibody levels likely to be predictive of protection against infection. Among pregnant women
who received a single 30-microgram dose of vaccine, 96 percent had antibody levels likely to be
predictive of protection against infection. Safety is being monitored closely in the trial, by the
study investigators and by an independent panel of experts known as a safety monitoring
committee. As expected, the vaccine has been shown to be safe and well-tolerated in pregnant
womnen.

QUESTION 2. You stated in your testimony that the decision fo close school is a local
decision. If these schools close during any and all testing as required under No Child Left
Behind, will they be reimbursed any federal money that they would lose?

ANSWER:
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As a general matter, a school that closes due to an HIN1 outbreak during the State's window for
administering assessments required by the Elementary and Secondary Education Act of 1965
(ESEA) would not be subject to a loss of Federal funds simply as a result of such closure.

Among other factors, the ESEA requires that at least 95 percent of students in each demographic
group identified by the law participate in such assessments for a school to make adequate yearly
progress (AYP). Conceivably, a school closure described in the preceding paragraph could
cause the school to not satisfy that requirement. Although the Department has the right to
withhold funds for non-compliance with the ESEA, the failure to make AYP in and of itself does
not constitute non-compliance. Rather, a school that fails to make AYP for two or more
consecutive years must comply with the requirements in Section 1116 of the ESEA. These
requirements are designed to help improve student achievement in schools that have been
identified for improvement, corrective action, or restructuring.

The ESEA allows for the possibility of certain flexibilities with respect to the failure to make
AYP under certain circumstances, and these flexibilities may apply to a failure to make AYP due
to an HIN1 outbreak. In addition, the Department will consider requests to waive certain
assessment and accountability requirements for schools or LEAs that fail to make AYP because
of an HIN1 outbreak. Detailed guidance on the HIN1-related waivers that are available can be
found at: http://www.ed.gov/admins/lead/safety/emergencyplan/pandemic/index.html (click on
the document titled “Guidance on flexibility and waivers for SEAs, LEAs, postsecondary
institutions, and other grantee and program participants” (September 29, 2009)).

QUESTION 3. What would be considered an "emergency use authorization” which
would allow the FDA to permit certain unapproved uses of Tamiflu and Relenza? Is the
emergency use authorization a sufficient legal authority? If so, then why is the FDA
creating a legal fund to protect against emergency use authorization designations for
Tamiflu and Relenza? Who is in charge of making the determination of emergency use
authorizations? Who is in charge of the legal fund?

ANSWER:

a. What would be considered an "emergency use authorization" which would allow the
FDA to permit certain unapproved uses of Tamifla and Relenza?

FDA may issue an Emergency Use Authorization (EUA) to allow either the use of an
unapproved medical product or an unapproved use of an approved medical product during
certain types of emergencies with specified agents. Section 564 of the Federal Food, Drug, and
Cosmetic Act (the FD&C Act) (21 U.S.C. 360bbb-3) permits authorization of such products for
use in diagnosing, treating, or preventing serious or life-threatening diseases or conditions caused
by biological, chemical, radiological, or nuclear agents, if certain statutory criteria are met. The
National Defense Authorization Act of 2004 amended the FD&C Act to include an EUA
provision for military emergencies. The Project Bioshield Act of 2004 further amended the
FD&C Act to allow an EUA not only for military, but also for domestic and public health
emergencies.
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On April 26, 2009, pursuant to section 564(b)(1)(C) of the FD&C Act, the Secretary of Health
and Human Services (HHS) determined, under section 319 of the Public Health Service Act
(PHS Act), that a public health emergency exists involving Swine Influenza A (now known as
2009 HIN1 Influenza A or 2009 HIN1 influenza) that affects or has significant potential to
affect national security. The determination has been renewed. On the basis of such
determination, the Secretary then declared an emergency justifying the authorization of the
emergency use of certain products from the neuraminidase class of antivirals, oseltamivir
phosphate and zanamivir, accompanied by emergency use information, subject to the terms of
any authorization issued under section 564(a) of the FD&C Act (74 FR 38628, August 4, 2009).

Tamiflu (oseltamivir phosphate) is approved to treat uncomplicated acute illness due to influenza
infections in patients 1 year of age and older who have been symptomatic for no more than 2
days, and to prevent influenza in patients 1 year and older. Relenza (zanamivir) is approved to
treat uncomplicated acute illness due to influenza A and B virus in adults and pediatric patients 7
years of age and older who have been symptomatic for no more than two days, and to prevent
influenza in adults and pediatric patients 5 years of age and older. FDA has authorized the
following uses during the declared emergency, subject to the terms and conditions of the EUAs
(74 FR 38648, August 4, 2009):

o Tamiflu is authorized to be used to treat and prevent influenza in children under 1 year of
age, and the EUA provides alternative dosing for children older than 1 year (based on age
instead of weight). Because of limited experience, use of Tamiflu for prevention of 2009
HIN1 flu in infants less than 3 months of age is not routinely recommended but may be
considered if the need is considered critical.

o The EUA authorizes distribution of certain Tamiflu oral suspension products deployed
from the Strategic National Stockpile that have passed Shelf Life Extension Program
(SLEP) testing for use beyond their expiration dates, regardless of whether or not they are
relabeled.

« The EUA for Tamiflu and Relenza authorize the drugs to be used at later time points (i.e.,
in patients who are symptomatic for more than 2 days) and/or in patients sick enough to
require hospitalization (i.e., patients who do not have “uncomplicated acute illness” per
se).

o The EUAs for Tamiflu and Relenza authorize the drugs to be distributed or dispensed
without all of the FDA-required prescription label information.

» The EUAs for Tamiflu and Relenza authorize the drugs to be accompanied by certain
written emergency use information.

+ The EUAs also note that public health officials or other volunteers may distribute
Tamiflu and Relenza to recipients in accordance with applicable state and local law
and/or in accordance with the public health and medical emergency response of the
Authority Having Jurisdiction. (The term “Authority Having Jurisdiction” is used in the
Public Readiness and Emergency Preparedness Act declaration for antivirals and means
the public agency or its delegate that has legal responsibility and authority for responding
to an incident, based on political or geographical (e.g., city, county, tribal, state, or
federal boundary lines) or functional (e.g., law enforcement, public health) range or
sphere of authority.)
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In addition, on basis of the determination described above, the Secretary issued an
emergency declaration justifying the authorization of the emergency use of the antiviral
peramivir, accompanied by emergency use information, subject to the terms of any
authorization issued under section 564(a) of the FD&C Act (74 FR 56644, November 2,
2009). On October 23, 2009, FDA issued an EUA authorizing the emergency use of
Peramivir IV, an unapproved antiviral drug that is administered intravenously and that is still
being evaluated in phase 3 clinical trials. Even though there were a number of limitations to
the safety and efficacy data available at this stage of Peramivir’s development and the data
reported were preliminary in nature, based upon the totality of scientific evidence available,
FDA determined that it was reasonable to believe that Peramivir IV may be effective in
certain hospitalized patients. Specifically, Peramivir IV is authorized only for the following
patients who are admitted to a hospital and under the care or consultation of a licensed
clinician (skilled in the diagnosis and management of patients with potentially life-
threatening illness and the ability to recognize and manage medication-related adverse
events):

« Adult patients for whom therapy with an IV agent is clinically appropriate, based upon
one or more of the following reasons:
1. patient not responding to either oral or inhaled antiviral therapy, or
2. drug delivery by a route other than IV (e.g. enteral oseltamivir or inhaled
zanamivir) is not expected to be dependable or is not feasible, or
3, the clinician judges IV therapy is appropriate due to other circumstances.
» Pediatric patients for whom an IV agent is clinically appropriate because:
1. patient not responding to either oral or inhaled antiviral therapy, or
2. drug delivery by a route other than 1V (e.g. enteral oseltamivir or inhaled
zanamivir) is not expected to be dependable or is not feasible.

b. Is the emergency use authorization a sufficient legal authority?

As discussed in a. above, under section 564 of the FD&C Act, the issuance of such an
authorization is sufficient to allow either the use of an unapproved medical product or an
unapproved use of an approved medical product for use in diagnosing, treating, or preventing
serious or life-threatening diseases or conditions caused by biological, chemical, radiological, or
nuclear agents, if certain statutory criteria are met.

¢. If so, then why is the FDA creating a legal fund to protect against emergency use
authorization designations for Tamiflu and Relenza?

There is no FDA legal fund to protect against emergency use authorization designations for
Tamiflu and Relenza. However, the Secretary has issued declarations with respect to both
Tamiflu and Relenza under the Public Readiness and Emergency Preparedness (PREP) Act.

The PREP Act authorizes the Secretary to issue a declaration providing limited tort liability
immunity to individuals and organizations involved in the development, manufacture,
distribution, administration and use of countermeasures against certain pandemics, epidemic, or
security conditions. The law also authorizes the Secretary to establish a compensation program,

10
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known as the Countermeasures Injury Compensation Program (CICP), to compensate eligible
individuals who suffer serious physical injuries or deaths from the use or administration of a
covered countermeasure identified in such a declaration. A Secretarial declaration specifies the
categories of health threats or conditions for which countermeasures are recommended, the
period liability protections are in effect, the population of individuals protected, and the
geographic areas for which the protections are in effect. The Secretarial declaration to include
Tamiflu and Relenza under the PREP Act was published in the Federal Register on October 17,
2008, and amended on April 26, 2009, to clarify that it covers use of these antivirals for 2009
HIN1 influenza. The April 26, 2009 amendment was published in the Federal Register on
June 19, 2009. In addition, the Secretarial declaration to include the antiviral Peramivir under
the PREP Act was published in the Federal Register on October 2, 2009 (74 FR 50968).

The PREP Act provides that the CICP, with limited exceptions, will follow the Smallpox
Vaceine Injury Compensation Program (SVICP) for eligibility and compensation determinations.
The rules of the SVICP are specified in the Smallpox Emergency Personnel Protection Act of
2003 (SEPPA). Under SEPPA, individuals have one (1) year from the date the vaccine or other
covered countermeasure was administered to request compensation benefits. Eligible individuals
may be compensated for reasonable out-of-pocket medical expenses and lost employment
income at the time of the injury. Death benefits may be paid to certain survivors of covered
countermeasures recipients who have died as a direct result of the covered countermeasure
injury. The Department is developing a regulation for the administrative implementation of the
CICP, which will closely follow the administrative regulation published for SVICP. Regulations
for the SVICP are codified at 42 CFR Part 102 and are available at
http://www.hrsa.gov/smallpoxinjury/. More information about CICP is available at
www.hrsa.gov/countermeasurescomp.

d. Who is in charge of making the determination of emergency use authorizations?

The Secretary of HHS may declare an emergency justifying an emergency use. Once the HHS
Secretary has declared an emergency justifying the emergency use, the FDA Commissioner may
authorize the emergency use only if, after consultation with the National Institutes of Health
(NIH) and the Centers for Disease Control and Prevention (CDC) (to the extent feasible and
appropriate given the circumstances of the emergency), he or she determines that certain
statutory criteria have been met.

e. Who is in charge of the legal fund?

The CICP fund described in the response to ¢. above is administered by the Health Resources
and Services Administration (HRSA) within HHS.

O
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