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[Note: Members of the audience asking questions are far from

the microphone so some of their words can’t be heard clearly,

hence the “indiscernible” notations]

Ambassador Schneider: Welcome once again. We’'re going to
begin now. | want to ask you please if you all wouldn’t mind
turning your cell phones off.

Welcome to what | hope will be a challenging and
stimulating morning. I'm Cynthia Schneider, director of the
Life Science and Society initiative and interdisciplinary
program, located within the Public Policy Institute at
Georgetown University, that seeks to bridge the gap between the
scientific and societal issues involved in applying life
science innovations to daily life. 1 initiated and organized
today’s program with a great deal of assistance from my co-
sponsors, and I'd like to thank them now: the Center for Law
and the Public’s Health at Georgetown and Johns Hopkins
University, the National Capital Region Office at Virginia
Tech, and the Center for Biosecurity at the University of

Pittsburgh Medical Center.



| come to the subject of bioterrorism and infectious
diseases unburdened by any scientific knowledge. If you look
at the bio in your folders, you will notice that | am an arts
historian by training. Now before you bolt for the door and
look for the right meeting, let me tell you what interests me
about our subject today and what insights | hope to glean from
our exceptional speakers and panelists.

The dual threats of bioterrorism and infectious diseases,
and you'll see during the course of the morning that we've
grouped them together because in the event of an attack or an
outbreak, it will be likely be weeks before we can identify the
nature and the source. These dual threats present
extraordinary challenges and opportunities. Fortunately, we've
not yet had to face the full extent of the potential, and it
seems to us doomsayers, inevitable challenges, but nor have we
begun to realize the opportunities. Why?

| believe the reason can be attributed to the asymmetry
between the threat and the solutions. Bioterrorism and
arguably infectious disease outbreak present a security threat,
whose principle solution lies in the health field, most
significantly in public health. For our society and
government, as is true elsewhere, that is the equivalent of a
square peg in a round hole. We know how to meet security

threats with security solutions and health problems with health



solutions. But we’'re still struggling with how to integrate

the two, and we’ve barely begun to realize the potential
benefits to our healthcare system that the challenge of
biopreparedness offers. Advances such as electronic health
care records that would increase our surveillance and response
capabilities also would improve health care overall, and would
position us to begin to achieve the promise of genometics and
move towards individualized medicine.

Today we’ll hear from leading figures in the Congress who
have grappled with these problems, as well as from an
interdisciplinary panel that will look at the full spectrum of
challenges of bioterrorism and infectious disease. We are
privileged to have all of you, an extremely knowledgeable
audience, with us. | hope you will be an active audience and
that you'll help our speakers and panelists to think out of the
box and to figure out how to square the round peg or round the
square one.

Now let me give you a sense of the order of the morning.
First, we’ll hear from the senator who’s done more than any
other legislator to enhance awareness of these issues, Senator
Joe Lieberman. Senator Lieberman, and indeed all the members
speaking today, have agreed to take a few questions from the
audience following their remarks. At 9:45, we’ll have a coffee

break until 10:15, and that's over there is where the food and



drinks are. And at 10:15, Professor Leonard Rosenthal of
Georgetown will introduce Representative Chris Cox, who will
then speak. And | just want to say I’'m extremely grateful to
Representative Cox for keeping his commitment, even though he,
as you know, has been nominated to serve as the next head of
the SEC and is very busy with those duties as well as his
chairmanship of the Homeland Security Committee. From 10:45 to
11:45, you'll hear from a panel of experts, moderated by Dr.

Tara O'Toole. The panel also will invite your questions. At
11:45, Dean Judy Fader of the Public Policy Institute will
introduce Senator Burr, who will speak, followed by Senator
Clinton. I'll then close the conference, which | think

realistically is going to be closer to 12:45.

Now before | leave the podium, | feel it my duty to give
you a warning. On June 27th, many people in this room and many
others all over the country will experience an inexplicable
sense of loss. You may spend the morning wandering aimlessly
wondering what it is that you are missing, and then slowly, or
maybe suddenly, it will dawn on you that you have not received
an e-mail from Chuck Ludlum documenting the latest steps in the
fight against bioterrorism or the latest amendments to Bio
Shield Il. Before you jump to the conclusion that the attack

has begun with Chuck as its first victim, let me tell you that



on June 27th, for the first time in 21 years, Chuck Ludlum will
no longer serve as counsel to Senator Joseph Lieberman.

And now I'd like to get serious. After a distinguished 33
year career of service in government and government relations,
Chuck Ludlum will begin, with his wife, Paula, a new chapter of
service as a Peace Corps volunteer in Senegal. Is this a
surprise? Not really because Chuck has been a dedicated public
servant for more than 20 years, drafting legislation, working
tirelessly to bridge the gaps between the public and the
private sectors to fashion creative, workable solutions to
pressing economic and security challenges.

Chuck, I'd like to thank you for your leadership in facing
the challenges of bioterrorism and infectious diseases, and
particularly for your great advice at every stage of the
planning of this conference. | want to wish you the very best
in your new life. Would you please come up now and introduce
your boss? [APPLAUSE.]

Chuck Ludlum: It's a very unusual opportunity to
introduce your boss. It doesn’t happen on the Hill. We're
mostly behind the scenes and happy to be there and happy not to
be in the public spotlight. But let me say a few things about
what | know first hand about Senator Lieberman.

First, staff like me only accomplish things when we are

associated with great men of stature like Senator Lieberman.



We had the attack on October 15th of 2001. Now our offices
over in the Hart Building are on the seventh floor, and the
Daschle mail room is on the sixth floor. We are immediately
above the Daschle mail room. And | remember when the air
conditioner went off, and | remember when we started to see
funny things go on down in that office. Now the terrorists
wrote a note saying, this is Anthrax, get on penicillin. But

if he had not written the note, and if the 18-year-old intern
who had opened that letter had not sounded the alarm, it is
safe to say that many of us probably would be dead. That is
how close we came in that incident.

Now six weeks later, Senator Lieberman introduced his
first Bio Shield bill, which is exactly what you expect from
him. When there is a problem, he is going for the solution.
Now we are still working off that agenda three and a half years
later. We still have not done what he first proposed then, let
alone what he has now proposed in the broader bill on Bio
Shield II, which he introduced at the end of April. This kind
of leadership, steady and consistent and visionary, is exactly
what we see in our office everyday from our boss.

Now studies find that if a terrorist mailed 100 Daschle-
like Anthrax letters throughout the 50 states, it would cross-
contaminate 100 million pieces of mail. Itis now three and a

half years since the attack. We have not yet issued a contract



even to start development of a therapeutic for late-stage
inhalation Anthrax.

The Bio Shield proposals that Senator Lieberman has
crafted are bold, some say they’re controversial. Those of us
who understand the threat understand that there is no possible
way that any proposal would be controversial given how
unprepared that we are. The bills apply to infectious disease
because AIDS may kill 100 million people at the rate it's
going. And we don't know if we’ll have a terrorist attack, but
we certainly know Mother Nature is a terrorist as well. And as
a former Peace Corps volunteer and as a future Peace Corps
volunteer, | hope we will quickly develop some cures for some
of these diseases because I've had a lot of personal experience
with tropical disease.

Senator Lieberman proposed the creation of the Department
of Homeland Security. He proposed the 9/11 Commission. He led
the response on implementing the 9/11 Commission
recommendations. And obviously he had led in response to
bioterrorism. It's an incredible service to the country.

It's safe to say that there is no member of the Senate or
the Congress or the federal government who understands more
about how our world changed in 9/11 and 10/15, and Senator
Lieberman has done more to try to prepare us for these

realities. So it is absolutely a privilege to work for him.



And could | say finally that we have a great many
intelligent and energetic members of the Congress, but | think
it's safe to say that we have no member who has the
intelligence, the drive, and who is also as kind and generous
as Senator Lieberman. So let me introduce my boss.
[APPLAUSE.]

Senator Lieberman: Thank you. Chuck, thank you so much.
That really meant a lot to me. Usually a member of Congress
doesn’t take much of a risk in asking a staff member to
introduce them. But to ask a staff member about to leave you
to introduce you -- [LAUGHTER].

Senator Lieberman: And so your extraordinary generous
words mean even more to me. To say the obvious, but sometimes
it bears saying, members of Congress come here sent by our
constituents with a variety of skills and inclinations. But |
really do believe that ultimately the measure of how much we
are able to contribute is determined by the quality of our
staff or the people who work with us. And I've been blessed
with a wonderful staff from the very beginning of my time here.
And Chuck is just the best of the group. His story is a
remarkable story of service. Chuck is a great student of our
history, a great intellectual, and a great doer in a very
pragmatic and restless sense. | was out in California last

week, and | spent some time in the Silicon Valley. And I said



to a few people, you know, | have reintroduced Bio Shield. Oh
no, we get Chuck’s e-mails. We’'re totally plugged in.
[LAUGHTER].

Senator Lieberman: Chuck, I'm going to have a little bit
of intellectual fun with Chuck because he’s a committed
Hamiltonian, so | thought | would just say this word to him
from Jefferson. Jefferson once asked, “What duty does a
citizen owe to the government that secures the society in which
he lives?” And his answer, answering his own question, “A
nation that rests on the will of the people must also depend on
individuals to support its institutions if it is to flourish.

Persons qualified for public office should feel an obligation

to make that contribution.” And, of course, that’s not just

those of who are elected officials; it is quite powerfully

those who serve with us as our staff and who serve as members
of the civil service throughout our country.

Chuck has answered that call for a cumulative of 33 years,
in public service. Part of the time he was in the private
sector, and the interesting fact is that 40 years ago
yesterday, if I'm right, Chuck Ludlum began his service on
Capitol Hill. This was shortly after his bar mitzvah, of
course. [LAUGHTER].

Senator Lieberman: | haven't figured out his age yet.

And the remarkable fact, and | know you all know that I’'m not



puffing here, is that yesterday, 40 years after he started,
though | was not here 40 years, | know with a certainty that
yesterday Chuck was as energetic, as purposive, as creative,
and as restless to get something done as he was 40 years.

So it's a measure of that that he now goes on with Paula
to go back to the Peace Corps. It struck me that Chuck may be
the answer. You know, Don Rumsfeld now has been the youngest
Defense Secretary and the oldest Defense Secretary. Chuck and
Paula are the answers -- | wouldn’t go as far as the
therapeutic -- but the answers to that by being both very young
and now somewhat older Peace Corps volunteers. And the nation
that they now to go to serve, as well as this nation is
grateful to them.

So | can only say thank you, Chuck, for your extraordinary
help to me over the years you've been with me. And if | may be
so bold as to not just thank you on my own behalf, but to say
that your nation thanks you for the service you have given us.
God bless you, and good luck. [APPLAUSE.]

Senator Lieberman: Now you will not be surprised to hear
in a very specific way that Chuck Ludlum has informed and
driven the work that | have done in an area that | want to
speak to you about today. | do want to thank Ambassador

Schneider and Michael McDonald for their work in organizing
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this conference, and to thank all of you, a very distinguished
and diverse audience, for coming out and being a part of it.

If I may, | want to just play with the title, “Preparing
for the Inevitable,” and suggest a slightly different title.
If you have not been overwhelmed by the return of the Stars
Wars movie, you also know that one of the big budget movies to
be released this summer is Steven Spielberg’s remake of H.G.

Wells’s, The War of the Worlds . And even though this is

obviously a work of science fiction, The War of the Worlds does

offer a timely jumping off point for this discussion today.
And my retitling of both the movie and perhaps the program

would “The War Within the Worlds.” In The War of the Worlds ,a

seemingly invincible army from Mars invaded the earth and swept
all of humanities defenses aside, but, of course, in the end

the earth was saved. | hope I'm not giving the ending of the
movie away if | also tell you that the invaders were defeated
not by man, but by microbes. In Wells’'s own words, the
invaders were, “slain by the disease bacteria against which
their systems were unprepared, slain after all of man’s devices
had failed, slain by the humblest things that God in His
wisdom has put upon the earth.” Wells went on to say that
humanity survives and dominates the earth because, in his
words, “Through the evolutionary toll of billions of deaths,

man has bought his birthright of the earth, and it is his
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against all comers.” That may have been a good way to end The

War of the Worlds , but in the war within the worlds we know it

was not the ending. Wells’s microscopic heroes have been
evolving all along right beside us in a battle that stretches
back millennia, probably to Creation itself. And itis a
battle that not only continues today, but has become more
pervasive and urgent.

We know that we are being attacked, if | can use that
word, by new pathogens, including AIDS, and SARS, and Avian
‘flu, and antibiotic resistant organisms. And these new
diseases are coming at us with a lethality that is staggering.
Avian ‘flu, for instance, has a death rate of between 55 and 70
percent. By contrast, the great plague that devastated
medieval Europe had a death rate of 40 percent. And the
pandemic ‘flu of 1918, which incidentally claimed my paternal
grandmother, who at that point was a young woman living in New
York City, had what now seems like an almost benign death of
just two percent. On top of all these natural phenomena, we
face the additional threat of terrorists, who, with modest
skills and moderate means, can mount a biological attack, an
unnatural biological attack far deadlier than the so-called
“dirty bomb” that gets the most media attention.

The Anthrax attacks of September 2001, which Chuck

described, in their most personal and immediate sense may be
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just the beginning of the possible terror weapons. These new
threats call for an aggressive counter attack on all fronts.
But as Chuck said, that simply is not happening.

In the summer of 2000, five years ago, prior, of course,
to 9/11, the Defense Science Board found that we had only one
of the 57 diagnostics drugs and vaccines that they deemed most
needed to respond to a bioterror attack. At that time, 2000,
the board projected that we’d have 20 of the 57 within five
years -- that's now -- and 34 within 20 years. But today we
have only two of the 57 countermeasures. We've added since
2000 a diagnostic for Anthrax. At this rate of development, we
won't have 20 countermeasures available until 2076. And we
won't have 34 until 2132. And this list does not even include
antibiotic resistant pathogens, or hybrid pathogens, or
genetically pathogens.

The point here is that we've got to get more serious than
we have been about this threat, and that is why | have
introduce Bio Shield Il, Senate Bill 975, along with my
colleagues, Senator Orrin Hatch and Senator Sam Brownbeck. As
you know there is a related bill, Senate Bill S.3, also known
as the Protecting American War Terror Act, which is sponsored
by Senator Frist. The core concept in both S.3 and Bio Shield
Il are that we must set incentives for the biopharma industry

to develop new medicines, diagnostics, therapeutics, and
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vaccines to counter terror attacks and infectious disease
outbreaks. And that is based on a shared conclusion and a
shared reality, which is that Bio Shield | has not worked, or,

if | may quote the now legendary Chuck Ludlum, in response to
Bio Shield I, the biopharma industry yawned.

Both of these bills, S.3 and Bio Shield Il, offer tax,
intellectual property, and liability incentives for the
development of bioterror and infectious disease counter-
measures. Both bills will spur development of more powerful
research tools so that we have the ability to react quickly and
develop new medicines as these new threats inevitably evolve.
And finally, both bills place the incentives at the goal line
so that we only reward the successful development of these
medicines. We don’t reward efforts that don’t lead to real
products that work. Our bill really is about bringing
incentives and shifting risk to the industry, not offering
windfalls without results.

But Bio Shield 1l goes beyond S.3 and does take us in some
additional directions that | feel that we’re going to have to
eventually, and might as well go more quickly. Areas like bio
agriculture threats, command and control issues,
decontamination challenges, and the establishment of
distribution systems, especially for Asia and Africa, where

many of these new diseases are emerging. Bio Shield Il also
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strengthens the role of the NIH, the FDA, and the CDC in the
testing, manufacture, and distribution of new medicines.

The comprehensive approach of Bio Shield Il really means
that leadership will be required by all of us, those of us who
are here and particularly by the Administration and members of
both parties in Congress, who dominate the relevant committees.
I’'m an optimist here. That leadership was there in a
bipartisan way on Bio Shield II, and I’'m confident that we
begin with an ally in this matter in Majority Leader Bill
Frist, who said in a speech just last week at Harvard
University, and | quote, “I call for the creation of the
ability to detect, identify, and model any emerging or newly
emerging infection present or future, natural or otherwise, for
the ability to engineer the immunization and cure, and to
manufacture, distribute, and administer what we need to get it
done and to get it done in time.” | believe that Bio Shield I
does all those things. In his speech, Senator Frist we need to
create the 21st Century version of the Manhattan Project to
confront the threats we face.

In terms of the sense of national urgency and dedication
needed, | could not agree more with the Majority Leader. But
in terms of the working model to fight this war within the
worlds, | want to suggest that we not only look to Oppenheimer

and all the others for what they did in 1945, but to Adam Smith
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for what he said right around 1776 because it ultimately will
be the invisible hand of the market place that will steer the
very visible hands of profit-seeking, innovating, risk taking
entrepreneurs to create the cures and vaccines that we need.
Right now 90 percent of industry R&D is devoted to just 10
percent of the world’s diseases. And this does not, of course,
count whatever terrorists may be dreaming up.

The thrust of our bill, Bio Shield II, is to engage the
industry as entrepreneurs. We’re not following a defense
contractor model because we don’t believe it will work. We
need to work with the entrepreneurial culture that exists in
this field and use it to our advantage.

The business model of the biopharma industry is, of
course, to take risks and expect a substantial reward if and
only i1f a successful product is developed. So the key question
here is whether the incentives we’ve proposed are sufficient to
persuade the industry that this is a market where they can
prosper as opposed to other promising research opportunities.
And in this regard, Bio Shield I sadly has not worked. It has
not engendered the response that we desperately need. So I
think we’ve got to look for other incentives, and I invite each
and every one of you to think about what creative ideas you

might have to create the incentives that will bring to market
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and reality the therapeutics and the diagnostics that we
urgently need.

In Bio Shield I, Senators Hatch, Brownbeck, and | have
stepped out and taken a risk of our own by proposing a bold
incentive, which | presume from Chuck’s e-mails a lot of you
know about the so-called wild card patent. This has already
drawn a counter reaction of its own. It's controversial, and
the lobbying against it has begun. But | think we’ve got to
think about the price we’re prepared to pay to incentivize the
drugs that we desperately need. This wild card incentive says,
for those who don’t know about it, that if a biopharma company
successfully develops a product, say, an antiviral, that kills
the AIDS virus, then it could be allowed to extend one other
patent in its portfolio for up to two years at the discretion
of the Secretary of Health and Human Services. If the wild
card patent becomes the key to securing the development of
antiviral drugs that kill the AIDS virus, or Avian ‘flu, or
some terrorist-designed pathogen, won't that cause be worth it?

| understand that this is controversial. | understand all
the history around patent extension. | understand the amount
of money that a successful pharmaceutical biopharma company may
make as a result of this. But | think we’ve got to, we've been
willing to step out and propose this because | think we’ve got

to strike a balance here. And | pose the balance in terms of
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how much it is costing us today to deal with the AIDS virus,

for instance, or Avian ‘flu, or how much it will cost us to

deal with a bioterrorist attack, and then to set that aside

money that a successful biopharma company will receive.
Remember, under this proposal, we only pay for results, and we
pay at the discretion of our government. I'm very encouraged
that a coalition of groups particularly focused on diseases
around the world led by the Infectious Diseases Society of
America and the International AIDS Vaccine Initiative, have
supported Bio Shield I, including the wild card patent.

| cannot stress enough the stakes of this war within the
worlds. Millions and millions of lives are at stake. History
tell us that pandemics can bring societies to their knees and
civilizations to an end. That’s right, to an end. So we’'ve
got to take this threat seriously.

As for myself and my co-sponsors, we've concluded that the
preparedness we need, the responses we need, will not happen
unless we pass Bio Shield Il or something similarly bold that
one of you may think of and tell us about, because even when we
pass the legislation, it's going to take years before we see
results. | want to also say that there’s a growing interest in
this on Capitol Hill. Senator Frist I've spoken of. Budget
Committee Chairman Judd Gregg, and Health, Education, Labor,

and Pension Committee Mike Enzi, are key players, and they seem
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quite interested. Other leaders are your lunchtime speaker,
Senator Clinton, and Senator Burr, a new member of the Senate
who has made this a particular focus of his work in the Senate
thus far.

I’'m also confident that if we pass a strong bill in the
Senate, the House will respond. Chairman Cox was a great
leader in enacting Bio Shield I, and while we’re going to miss
him in the House as he goes on, there are many other capable
members ready, | think, to step forward.

Let me come back to you. This is a room full of people
who understand this threat as well or better than anyone else.
You need to demand one big thing from us on the Hill, that we
pass legislation that is commensurate with the threat that we
face.

Let me end by quoting Jonas Salk, himself one of the great
heroes of the war within the worlds, once said, “Our greatest
responsibility is to be good ancestors. We live in a time
where unprecedented advances in medicine, science, computers,
and communications have opened up possibilities for discovery,
for treatments, and cures of diseases that have previously been
unimaginable.” With all this knowledge and with all these
powers at our disposal, it really now is our duty to step up
and carry forward the legacy handed to us by generations of

discoverers like Salk. It's time for us in our time, facing
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this unique and urgent threat, to be good ancestors. Thank you
very, very much. [APPLAUSE.]

Senator Lieberman: | realize we’ve gone over a little
bit, but then we started a little late. So I'm glad to take a
few questions. Anybody? Yes?

Male Voice: Thanks for your leadership on the Bio Shield
lI. My name is Chris (indiscernible) California.

Senator Lieberman: Yes.

Male Voice: | represent a company that provides the
detection technologies and the research tools to help
understand organisms that threaten us. One of the challenges |
have is in directing my R&D teams to focus on specific
standards or those tools in detection technologies. Each of
the agents that we deal with today has different standards. |
wonder what we might do to encourage cross-agency standards
that help (indiscernible) to be a better supporter of these
types of technologies and resources.

Senator Lieberman: That's a very important question and
observation, which we might otherwise miss. Is there anything
in the bill that deals with that? If not, we should --

Chuck Ludlum: It's the whole question of who's in charge

Senator Lieberman: Yeah.
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Chuck Ludlum: -- of developing technologies is a current
problem (indiscernible).

Senator Lieberman: Yeah. You should take a look at that
section. I don’t know that we address it explicitly enough.
And I know we create accountability that begins to, we
centralize authority. And that begins to open the door to
avoiding the problem that you’re dealing with. But we may not
do it clearly enough, so I welcome your suggestions about how
to do that. Anybody else? Yes?

Male Voice: Yes. (Indiscernible). We have a
prophylactic technology that we use for building ventilation
systems. A large impediment to getting our product in the
marketplace is the threat of litigation. Under the Safety Act,
what type of protection will be given to organizations that are
introducing us to the market place?

Senator Lieberman: Boy, that’s real interesting. So
you’re not directly involved in biopharma, but you’re involved
in ventilation systems that obviously would have an effect in
situations like the Anthrax that Chuck described, right?

Male Voice: More so (indiscernible).

Senator Lieberman: Yeah. Well, again I’'d say to you
there are limitations and liability in this bill because we
felt that you got to begin to do that to encourage people to

take the risks. Again, I’d urge you to look at the language to
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see if it fits you. If you doesn't, let us know. | mean, this
is another controversial section. | shouldn’t be saying this
publicly, but Chuck said, at one point we were talking about
how controversial the wild cat pat would be. So one
possibility here is that people will get so mesmerized and sort
of stirred up by the wild card patent that they would ignore
all the other controversial parts of the bill. [LAUGHTER].

Senator Lieberman: But knowing the trial bar, | doubt
that that will happen with regard to the liability reforms that
we’'ve got. So | would welcome to make sure that we’ve created
some incentives for you.

This is a real problem. | got involved in this actively
on bio materials litigation reform when some of the really
guite inexpensive components to pacemakers, stunts, hip
replacements, et cetera, were no longer -- | meant shunts -- no
longer were being made available because the deep pockets that
provided these very inexpensive parts of our body repair were
not making them available anymore. In that specific case,
because there was a specific human interest, we were able to
overcome the normal resistance in Congress to litigation
reform. This may be another one like that. | sure hope itis,
where the threat is so great that we could sell the reform.

Male Voice: (Indiscernible) developing the Anthrax

vaccine for the national stockpile. One part is the Bio Shield
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Il legislation we’re particularly interested in is the

potential for indemnification in a preparedness sense or pre-
exposure. The Safety Act strictly addresses post event use.
And | think it's a provision that’s not only important in bio
defense, but for considerations like pandemic ‘flu and quite a
range of other infectious diseases. We have an effective
childhood vaccine injury compensation program, but it is very
limited in its scope. So | think this is an important

precedent probably for infectious disease control.

Senator Lieberman: Thank you. That was an informed
addition, and thanks for recognizing, to the bill. Yes?

Female Voice: (Indiscernible) and discuss what sort of
discussions have been under way in getting to come to a
compromise on (indiscernible).

Senator Lieberman: There’s not much in the way -- | might
as well get the most | can out of Chuck before he leaves. At
the level of the principles, and that is the senators, there’s
just been generalized discussion about how we have bills that
overlap in a lot of ways and are different in other ways, and
that we all want to work together to try to make this happen.
There haven't been detailed negotiations. | don’t know whether
you've had any conversation with Senator Frist’s staff about

that particular part, Chuck.
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Chuck Ludlum: It's the same question of the last 40 days.
| think there’s a question of whether the bill applies only to
contracts or partial contracts, or whether it goes beyond that
to products that are similar, even though (indiscernible) per
se. And that's obviously a very open question.

Senator Lieberman: So the bottom line, we're just at the
beginning of this, even though it's so urgent. It was
significant that Senator Frist listed this as S.3, so the
Majority Leader chooses an initial list of bills that he puts
in, which indicate what his priorities are and he intends to
have be the majority party’s priorities. So it's quite
significant that this was S.3.

My own hope is that, it may be a tall order, but when you
consider the urgency it's not that we get this done this year.
There’s a fair amount to do, but this is something we ought to
do quickly. And | know he wants to do that, too. Maybe I
should take one more question. Yes?

Male Voice: Good morning. Thank you. I'm Mark Smolinsky
from the Nuclear Threat Initiative. Our foundation has been
supporting global disease, early detection efforts as just as
been said earlier, as a mechanism for both bio defense and for
emerging infectious diseases. One of the things | often hear
in working and developing countries is, we have a difficult

time in the United States right now in having the perception of
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our country in relation to the rest of the world in being very
concerned about U.S.-centric measures. How do we go about
realizing the opportunities and sharing them with the rest of
the world that we do care about all infectious diseases,
because it's very difficult.

People look at the United States as for the first time,
and | think the measures that are put into Bio Shield Il are
great, that they've expanded it beyond countermeasures for
bioterrorism. But it's indefensible, in my opinion, to have to
talk about our neglect in infectious diseases until Anthrax
happened, and now we’re doing all this. And I'm just
wondering, how can we better communicate what we’re really
trying to do in the United States to the rest of the world so
we look like this is a global issue, and we are a global
partner, and this is not just something that we’re concerned to
basically cover our own backs and not really take care of the
rest of the world.

Senator Lieberman: Well, that's a very important question
and really a very important point. And, look, this is a bill
about, as this conference is, both about bioterrorist threats,
but it's also about infectious diseases. And we’re making a
point here, though we obviously, members of the Congress
concerned about protecting the American people post-9/11, post-

Anthrax from a bioterrorist attack, that not only do we not
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have the diagnostics and therapeutics to do that, but that we
as Americans face an even larger threat from infectious
diseases. And we don’t have the diagnostics and therapeutics
to deal with those either, and that that is a global threat.

This audience, I don’t have to go into it, but I was
fascinated. 1I’m reading a book about George Washington, and
there was almost coincidentally a sentence in which the author
says that Washington went out of his way, tried not to mix his
troops from the north and his troops from the south because he
thought that they had different kinds of diseases and immune
systems, and he didn’t want to create a problem. Well, look,
to say the obvious. We’re all traveling around the world and
things around the world in an infectious disease way over
there. It’s just going to come and hit us. But I think you
made a larger point, and it’s one that really we should use to
advocate this bill. That’s why I’'m so happy that some of the
international groups that I mentioned have endorsed Bio Shield
IT.

Though it will clearly protect Americans if it works, this
has enormous global significance. And really what we’re
talking about here is creating incentives for our biopharma
industry, which is so miraculous, it’s done so many miraculous
things, to devote its innovative skills and its

entrepreneurship to the development of therapeutics that will
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have global significance. And then we ought to stand up when
we get there and say that we're proud to say we've done. |
mean, forgive me for coming way back, but ultimately we're all
part of the same human family. We’re all children of the same
God. And it's never been more true than it is in our time
because of the way in which we’re constantly interrelating to
one another. So a good point to end on.
| wish you a very good day. My invitation for you to help
us is not casual or hollow. We need you. And I'm going to
particularly need you after June 27th when Chuck leaves. Thank
you very much. [APPLAUSE.]
Ambassador Schneider: Thank you very much, Senator
Lieberman. We’ll now have a coffee break. I'm going to tell
you that you have 20 minutes because we’ve just heard Chairman
Cox is a little bit late. So think 10, 20, and then we’ll be
just about on time, so you can mob back there. Thank you.
[COFFEE BREAK].
[END OF TAPE ONE, SIDE A; START OF TAPE TWO, SIDE B]
Len Rosenthal: My name is Len Rosenthal. I'm a professor
of microbiology and immunology at Georgetown Medical School.
I’m the director of a new Masters program at Georgetown, and
the Masters program is in biohazards threat agents and emerging
infectious diseases. That program graduated its first class in

May. In addition, I'm co-director, with Joe Ferrara, of a
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certificate program approved by the graduate school, which is

in bio defense and public policy. As you can see, one of our
hosts today is Georgetown Public Policy Institute. The program
has just been announced, the certificate program, and the
response has been high. But if you look at what Senator
Lieberman suggested in terms of a response, here is a response
from academia. So | welcome you to look up those programs on
the Web and see how they may be of some benefit to you.

For this conference today, “Preparing for the Inevitable:
Bioterrorism and Emerging Infectious Diseases,” I'd like to
thank Ambassador Schneider for inviting me to introduce the
Honorable Christopher Cox, Chairman of the United States House
Select Committee on Homeland Security.

Prior to his service in the U.S. House of Representatives,
Congressman Cox worked at the White House as Senior Associate
Counsel to the President from 1986 to ‘88. He also served as
partner in the international law firm of Latham & Watkins in
Washington, D.C.. As chair of the House Select Committee on
Homeland Security, Congressman Cox is leading the Committee to
carefully scrutinize the implementation of Bio Shield II.

According to the congressman, “Bio Shield Il is the most
significant first responder program in our nation’s history.
It will ensure that we have treatments immediately on hand to

save lives.” Just recently, Congressman Cox was instrumental
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in bringing a grant of over $40 million over four years to
start the specific Southwest Center for Bio Defense and
Emerging Infectious Diseases at the University of California at
Irvine. The funding was provided by the NIH.

Throughout his long career in Congress, Congressman Cox
has been a strong advocate of national defense policies, and a
forceful advocate on defensive weapons to protect us from
biological, chemical, and nuclear attacks. Congressman Cox
will be taking questions on the conference topic today, but
will not entertain questions relating to his very recent
nomination by President Bush to head the Securities and
Exchange Commission.

And with that, it is a distinct honor for me to welcome
the Honorable Christopher Cox. [APPLAUSE.]

Congressman Cox: Thank you very much. That was a very
kind introduction. I appreciate it. Thank you, Ambassador
Schneider, as well. This is an impressive gathering, and I
know that taking a half a day away from what you are doing for
a living is a big burden for you, and that is, therefore, a
signal of the importance that you attach to this topic. I know
something about every single one of you due to the fact that
you are here, and that is natively you are optimists. For the
last two and a half years that I’ve been devoting myself to

Homeland Security full time, I’ve decided that without innate
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optimism we couldn’t continue focusing everyday on the what if
guestions of how we could all die together. It's not a cheery
topic.

[LAUGHTER].

Congressman Cox: Many of you, most of you, perhaps all of
you have careers in the prevention and treatment of naturally
occurring infectious diseases. And obviously that is a hopeful
enterprise. We seek to conquer disease and help our fellow
citizens and mankind. It's a different wrinkle when we are
faced with the challenge of man-made attacks using these same
pathogens, using these same what now will be weapons. It's
even more depressing to face. And yet | think we recognize
with an army like this, and a bigger army of people who are not
in this room, of scientists and professionals around the world,
we can and we will surmount this new challenge. And it's a
challenge | believe that will be with us indefinitely.

The title of this conference is a topic of argument. Not
everybody believes that there’s anything inevitable about the
next terrorist attack. In fact, the idea that there’s an enemy
out there that we need to organize and prepare to meet is
itself under challenge. And so what I'd like to do for just a
few minutes this morning is revisit fundamentals and ask the

guestion, why is that we'’re all here, and is this a worthwhile

30



venture. Is it really true that a terrorist attack of this
type or any other is inevitable?

When | say this, I'm mindful of critics that | hear from
all the time, sometimes in print or on television, sometimes
face to face, who say this whole Homeland Security business is
a snare and a delusion. It is simply government’s idea of how
to scare the people so that we can spend more money and have
these big programs, but it isn’t necessary at all. In fact, by
our response, by being so aggressive about defending ourselves,
having an overseas component where we take it to the enemy and
a domestic component where we spend, and regulate, and prepare,
and so on, all of this is provoking terrorists who might
otherwise leave us alone.

Against that argument | would array the arguments of Osama
bin Laden. And | just want to remind you of, | believe, what
you've heard before. These are the tapes that Osama bin Laden
has released over time since 9/11, starting with just a little
after September 11th. “America has been hit by Allah,” he
said, “at its most vulnerable point, destroying its most
prestigious buildings. | swear by God that America and those
who dream of America won’t dream of having security.” Then
just a few weeks later in December he said, “We calculated in
advance how many of the enemy would be killed based on the

position of the Tower.” The calculation and notion of who is
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the enemy, American civilians, is abundantly clear in that
message,; if it were not, in the act itself.

In January 2002, he said, “The battle has moved inside
America. We will continue this battle until victory or until
we meet God.” And on May 19th, 2002, “This war is between us
and the Jews. Any country that steps into the same trench as
the Jews has only itself to blame.” You could see what America
would have to give up to try to reason or deal with such an
enemy.

And then on February 11th, 2003, “All those who cooperate
with the Americans against Iraq are hostile to Islam. We
stress the importance of martyrdom operations against the
enemy. These attacks have scared Americans and Israelis like
never before.” May 7th, 2004 -- you probably remember this
one. “We of the Al-Qaeda organization are committed to giving
a prize of 10,000 grams of gold to whoever kills Bremmer, or
his deputy, or the commander of the U.S. forces, or his deputy
in Irag. Whoever kills Kofi Anon, the head of the Iraq
mission, or his envoy, Lakhdar Brahimi, will receive the same
prize of 10,00 grams of gold. It is the duty of Iragis to
launch Jihad not only against the crusaders, but also against
the government of apostates and those who assist it. There

will be no sovereignty in Irag as long as a crusader soldier
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remains on its soil and so long as Iraq does not follow Islam
in all its affairs.”

I can’'t gquite imagine what the califate would look like
that would extend at least from Spain well into the Middle East
of the level of theocracy and oppression for almost everyone
who would have to deal with it. But I believe it would require
much more of us than that. I believe that we would have to
share in Osama bin Laden’s joy at the extermination of Jews
everywhere, apostates everywhere, Muslims who didn’t agree with
him everywhere if we were to try and accommodate such an enemy.

As you know, Zarkawai has been appointed as the new
nominal head of the Al-Qaeda operation, operating, for the time
being, out of Irag. And Zarkawai has said, “Killing of
infidels by any method, including martyrdom operations, has
been sanctified by many scholars, even if it meant killing
innocent Muslims.” There are very few people who aren’t in the
sights of this enemy. And this reference that Zarkawai makes
to any method is an explicit reference to the Fatwah that we
know Osama bin Laden went out of his way to obtain, justifying,
in his warped view of religion, the use of weapons of mass
destruction, which brings us to the topic around which we’re
all organized today, and that is the potential for biological

weapons.
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Would such people do this? Would they ever unleash this
kind of weapon against their fellow human beings? I think the
answer unfortunately is, absolutely they would. Of course they
would. Do they want to do it? Are they trying to do it?
Almost certainly. Have they been successful thus far? No,
they have not, and in part that is because their operations are
disrupted.

Let me take you one step further. Let us assume that as
we continue to decimate the Al-Qaeda structure, ultimately we
succeed and Al-Qaeda goes away. They’re essentially gone. We
still have a lot of potential recruits and dissatisfied people,
and so on. But there is no more Al-Qaeda. What then of this
threat of terrorists with weapons of mass destruction,
including biological weapons? I believe it’s an unfortunate
fact of our time and future history, as we can perceive it from
this point, that the advance of technology and the pattern,
which as been the constant democratization of technology, means
that ultimately some national groups and crazed individuals
will have their hands on more potent weapons than have yet been
invented, so that the most powerful weapons that governments
today possess will some time in the future have migrated into
the control of such people, homicidal individuals who want to
destroy civilization. I say that because that’s been the

record. For most of the 20th Century of the threats to the
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United States came in the form of dictatorships and
totalitarians with increasingly powerful weapons. And for the
second half of the 20th Century it was the Soviet Union that
threatened with its nuclear arsenal in the long stand off
versus the United States, the destruction of humanity because
we might unleash nuclear war on one another.

In 1991, that threat essentially disappeared, but look at
what's happened. Now what used to be the province only of a
nation-state, the ability to reach across oceans and wipe out
millions of Americans, is increasingly becoming the possibility
for tiny nations, like North Korea. And we’re on the threshold
of that possibility being achieved by subnational groups or by
these kinds of terrorists that we’re talking about here this
morning.

There’s a trend here. In fact, take it out of the weapons
context and just think about the progress of technology and how
this has worked and what it's meant. What's happened is that
powerful computers, the super computers that used to be
reserved for defense structures and so on, are now in your
pocket or on your desktop. When | say democratization, what |
mean is the individualization of this technology, people will
get a hold of it eventually. And so, too, with biology. It's
not locked away in a skiff. It's not something that you have

to have a national security clearance to deal in. Indeed, it's
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the ultimate dual use of technology. Most of what we know
about this we have developed in the pursuit of humanitarian
ends, and we want to broaden this knowledge as widely as we can
for precisely that reason.

So what would make us think that people who might comprise
a tiny fraction of the world’s population and wish to do us all
harm couldn’t have access to it. Of course they will. So what
I’'m here to tell you is that with both nuclear weapons and
biological weapons, some time in the future individuals and
subnational groups may well lay their hands on this and may
well have the opportunity and the means to deliver and use such
weapons.

That takes me again then back to the start. You're all
optimists; so am I. | know we’re going to win, and the reason
| know that is twofold. First, there are many more of us than
there are them. All of the minds of the civilized world being
applied to this problem surely can outstrip the few people who
are working in the other direction. And second, while
undoubtedly technology, which is cutting edge today, will
eventually end up in the hands of terrorists, the civilized
world gets that technology first. And if we exploit our native
advantage here, we will always have better technology than our

enemy. We have to do that, and so that brings us to the
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precise topic today of how we’re organizing ourselves, around
what purposes, and around what strategies.

| mentioned in passing nuclear weapons into the hands of
terrorists, and that is one of the big mass consequence
terrorist scenarios that we have to worry about these days as
well. They have nuclear and biological attack, one thing in
common, and that is that they could be civilization busters.
They could pose an existential threat to the United States.

And as a result, we have to take them very seriously, even if
these threats haven’t materialized yet.

| think if one is looking for a justification for the
creation of what is now the third largest Cabinet department,
there is no better justification than this trend that we have
observed and this urgent need to be prepared, to be forearmed,
before this trend materializes, before what can happen actually
does happen.

But there are big differences between terrorists getting
their hands on nuclear weapons or building their own and
terrorists using bio weapons. Obviously when a nuclear weapon
is detonated, there is some evidence of the fact. But
deployment of a bio weapon is not a lights and sirens kind of
event. It might take a while for us to know what’'s going on.
There’s a different kind of confusion that is sown by the

deployment of such a weapon. We know just from our experience
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with SARS for example, where about 900 people were killed,
there was enormous economic devastation, but there were also
some instantiations of terror that we’'d be well advised to pay
attention to, such as the fact that people suspected their

health care providers. They were afraid of them. Some of the
health care providers themselves were concerned about what role
they should play and how involved they wanted to get in this.
It's that fear factor that can well lead to the spread of an
epidemic that’'s man made, intentionally caused, that has to be
built in to part of our plan. And we don’t every one of us, in

the wake of an Al-Qaeda attack, to think of our neighbors as a
threat. We don’t want health care workers, who are highest
risk, to be unwilling to go in on the front lines and do the

job. But confusion is going to be the rule.

The United States is well on its way to preparing for
bioterrorism, but, boy, do we have a long way to go. We've
done a great deal, but there’s a great deal more that can be
done. As you know, the federal government since September 11th
has spent upwards of $20 billion generally in this area, a lot
of money. And some of it's being well applied, some of it, in
your judgment, perhaps is not. The money has gone in the main
to R&D, on vaccines, to support for public health agencies, and
to stockpile acquisition, all good purposes. But in the

future, we're going to have to do much than this. We’re going
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to have to network. We’re going to have to get information as
a country about what's going on so that we can detect as early
as possible the deployment of such a weapon. With nuclear
weapons, the fact that there is constant, no matter what the
attack, and that'’s fissile material, gives us a hard lead on
how to prevent. We can pursue clues surrounding the fact that
you’ve got have fissile material to try and find these things
before the plots are hatched, before the weapons are
constructed, before something is deployed and detonated.

But the ease with which one can secrete bio-material into
the proposed attack environment, the ready available of a lot
of the materials you need to make such weapons deprives us of
that kind of golden opportunity to prevent. But what we can
do, what we do have in the bio context that we don’t have in
the nuclear context, is even after the weapon is used, mitigate
the consequence in a way you can't with a nuclear. Once that
nuclear blast has occurred, it’s just time to clean up the mess
and there’s nothing else to be done about it. But there’'s a
lot that can be done if you get there early enough with bio
attacks. And so getting electronic information, getting
medical records put in electronic form across the country,
integrating those systems, making sure we can share while we're
respecting privacy and while making sure ensure patient access

is a big piece of this.
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Well, I'm maybe sagewaying now into the Q&A period and all
the stuff that you're quite expert on. So let me just make the
point that | really came here to make, and that is if we need
more money for these things, if we want in a public enterprise
to gain the public support for investment in these things,
we’ve got to remember why we're here, and what we’re fighting
for, and how real the threat is. Don't take it for granted.

Don’t assume that when we say preparing for the inevitable the
country or the world believes that there’s any inevitability
about this at all because not everyone does agree. | think we
need to retrieve first principles and constantly focus on the
fact of the wonderfully janus faced (phonetic sp.) predicament
we find ourselves in. Technology is improving our lives in
every way at home, entertainment opportunities, travel
opportunities, information opportunities. At work, we're all
much more productive than ever before. But the flip side of
that is that terrorists are also becoming more effective.

Their productivity is being levered by this increase in
technology. And so itis civilization’s job to work together

to get ahead of them and stay ahead of them. I'm absolutely
certain because we’re all optimists here that we are going to
win.

Thank you very much. [APPLAUSE.]
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Congressman Cox: I'm not entirely sure what the format
is, but, yes | think we’re on your tight schedule, and so we’'ll
take as many questions as you have time for.

Deanne Davis: Deanne Davis with the Washington Examiner

You just mentioned privacy in terms of electronic medical
records. We've seen large losses of private data over the last
year. What additional measures would you incorporate into
electronic medical records to protect people’s privacy,
particularly given that that information is extraordinarily
valuable to insurance companies?

Congressman Cox: The use of individual information, and
by the way, this isn’t unique to medicine; we have analogous
privacy issues with financial data and all the other
information that collectively describes who you are. The use
of this information for broad, statistical purposes does not
pose a threat. But the opportunity for government or the
private sector to reconstruct who | am, to steal my identity,
to misuse the data is the point on which everyone is focused
and about which we’re all concerned. So what government has to
do is provide rules that make it clear to everybody that the
opportunities for the latter are erased, and that the
opportunities for the former will be incentivized in advance.

Deanne Davis: Would that imply new legislation, new

rules?
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Congressman Cox: Oh, | think you'll see a constant focus
by the United States Congress, House and Senate, and the
executive branch, on issues of privacy and IT issues that are
central to homeland security because that’'s the mechanism by
which we share information, and sharing is the touchstone of
this new environment post-9/11.

Lee Ross: Lee Ross, Fox News. In what way would you say
has the Patriot Act helped in preventing, in what tangible way
would you say the Patriot Act has helped prevent a bio attack?

Congressman Cox: Well, the Patriot Act contains some
bread and butter rules for criminal investigations that are
meant to bring law enforcement into the 21st Century and give
us the opportunity to find terrorists, and thus terrorism,
before it happens. I'm particularly interested in the portion
of the Patriot Act that makes it possible for the intelligence
community and the law enforcement community to talk to one
another. It's what we used to call the wall between
intelligence and law enforcement. The idea that a grand jury
in a bread and butter criminal investigation had secrets about
somebody who might want to blow up America, but the
intelligence community can’t be trusted with that same secret,
| think took a lot of surprise by the surprise. The 9/11
Commission was very hard on that old model. And the

legislation that Congress produced, which I think still enjoys
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wide bipartisan support, has brought us to a better place where
we have real time sharing of such information.

The second thing that I think has been vital is being able
to trace electronic communications, specifically cell phones,
that terrorists might use the old rules. And you had a wire
tape on a phone. It was the old land line model, where you
could get that one phone, but these days people use a lot of
different pieces of equipment. What you really want is a court
order says that person is a suspect; we want to tap that
person’s phones, and we’ve been able to modernize that.

To bring it to bioterror, what this means it that if
you’re trying to find before the fact, before they actually
unleash the weapon and it’s too late, if you’ve got good leads,
this permits you to follow up on those leads.

Male Voice: (Indiscernible) mentioned about technology.
In what way does emerging technology play into a need to expand
the reach of the Patriot Act?

Congressman Cox: I’'m not sure that anybody’s talking,
well, maybe somebody’s talking about that. We have a big
question in Congress about renewing portions of the Patriot
Act. But I think there’s no special challenge posed by the
constant renewal of technology beyond what I’ve described.

I’'ve never believed that technology means we’ve got to have

different rules of criminal procedure or different views of
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civil liberties and privacy and our rights as individual
Americans. To the contrary, | think that the principles that
have served our country well for several centuries need to be
maintained. We shouldn’t be distracted by the new fangled
stuff that we can put in our pockets. Those are good
principles when they were instituted, and they’re important
principles to maintain right now. Nothing | have seen in two
and a half years as Chairman of the Committee on Homeland
Security and the select committee before it has caused me to
reach the conclusion that I, as an American, have to give up an
ounce of my rights in order to be properly protected by my
government from potential terrorism. | do think there’s a
whole lot of refocus and work and collaboration that we have to
do. We have to have a new agenda of what we're trying to
accomplish. But we don’t need and we ought not to give up our
civil liberties.

Osama bin Laden, you know, wants us to do that. He wants
to do that by force. We could do it volitionally in response,
and it's the same result. | don’t want to achieve his war aims
by our choice.

Female Voice: One more question.

Male Voice: Thanks. You mentioned how much money was
spent since 9/11 primarily for bio defense. But scientists are

saying that possibly within a year we could have global
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pandemic from a naturally occurring Avian ‘flu virus. If we
knew that such a pandemic was going to be caused by a
terrorist, all hell would break loose, but it doesn’t seem like
that’'s happening. Do we have our priorities sort of mixed up
here?

Congressman Cox: | hope not. In fact, | would hope that
the opposite is true, that the attention that all of you wish
had long been paid to the possibility of global challenges to
our health, that that will now be a priority because of the
inherent dual use nature of, A, the technologies that can be
used to attack us, and, B, the technologies that have to be
deployed in order to protect us. So | would view this as a big
opportunity for public health in America and in the world.

Female Voice: Thank you very much.

Congressman Cox: Thank you very much. [APPLAUSE.]

Congressman Cox: And let me just say thank you for what
you all do everyday. You probably never thought when you
started out in your careers that you were in vanguard of
defending America against enemy attack. But among all the
other things that you do for your fellow citizens, you are now
that as well. Thank you for what you do. [APPLAUSE.]

Tara O'Toole: Hello. | am Tara O'Toole, and | am going
to moderate this panel, which | hope will turn into a dialogue

both among our distinguished panelists and with you. In view
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of the time, | have asked the panelists to make very succinct
remarks at the outset, and then we’re going to open it up for
the discussion that we hope will be robust. Of course, in
order to be mindful of Senator Burr's commitments, we will stop
as soon as he gets here. But we will natter on for as long as
we can.

| think it's particularly appropriate that we have this
discussion about where we are in terms of biosecurity and
biodefense and where we’re going at this point in history. In
the late 90s, the U.S. government awakened to the threat of
weapons of mass destruction and started to stand up new
program, such as the Nunn-Lugar initiative and the CDC Office
of Bioterrorism. And then after the terrorists of 2001, there
was a very robust response from the Administration and the
Congress. Very rarely in American history have we seen multi
billion dollar programs spout up overnight as we did in the
wake of 2001. And now here we are in 2005. We are in the wake
of a presidential election, during which both parties’
candidates said that weapons of mass destruction in the hands
of terrorists is the number one security threat facing the
nation. You just heard the same from Senator Lieberman and
Chairman Cox. We're at the start of a new Congress, and it is
time, | think, to stand back, figure out what our biosecurity

strategy is for the country. Does it encompass infectious
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diseases as a whole? Where do we want to be in 10 years? What
are our near term goals? How are we going to reach them, and
how are going to monitor progress?

So with that, let me introduce the panel. Their
biographies are quite distinguished. They're all scholars and
have given service to the country in their own right. I'm
going to introduce them briefly in the order in which they will
speak, and then | will stand back and let them go on, unless
for too long, in which case | will gently and graciously
interrupt.

George Poste to my left is currently the director of the
Biodesign Institute at Arizona State University. He has also
been the chief science technology officer for Smith-Kline-
Beecham, now Glaxco-Smith-Kline, and has served on the Defense
Science Board, among many other committees, and is a member of
the Royal Society.

To George’s left is Rich Falkenrath. Rich is now a senior
fellow at the Brookings Institute, and until 2004, he served in
the Bush Administration as deputy assistant to the President
and deputy Homeland Security advisor.

On the end is Randy Murch. Randy is now on the faculty of
Virginia Tech. He spent most of his career, however, in the
FBI where he was very key in bringing advanced science and

technology to bear on problems in law enforcement, particularly
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in counter terrorism and weapons of mass destructions problems.
He is a plant pathologist by training.

To my right is Dr. Elin Gursky. Elin is now principle
deputy for biodefense at the Answer Analytics Services Company
in Arlington. She is a public health professional, who has
served in local and senior state public health agency
positions.

To her right is James Hodge, who is on the faculty of law
at Georgetown, as well as the faculty of the Johns Hopkins
School of Public Health. He is one of the authors of the model
emergency preparedness public health law sponsored by CDC. And
he also, by the way, an expert in privacy law.

And to his right is Dr. Mike McDonald. Mike is the
coordinator of the National Disaster Risk Communication
Initiative, and he is CEO of Global Health Initiatives. He's
had a lot of experience in working on risk communication issues
in public and in other areas.

So with that, let me stand back and turn it over to George
please.

George Poste: Tara, thank you. Good morning, everyone.
| would paraphrase my remarks as characterized by two permeate
themes: harsh truths and stark choices. As Congressman Cox
said, we are indeed optimists, but | am a very frustrated

optimist. I'm frustrated by the lack of progress that we have
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made in addressing a number of clearly defined threats, not
only in the bioterrorism arena, but also in the context of
emerging infectious disease.

Current national and international defense planning is,
for the most part, superficial fragmented, and societal
vulnerability remains high. | would submit that extravagant
resources have indeed been deployed, but much of them have been
wasted because of lack of integrated systems based approaches
to the deployment of skilled manpower and also financial
resource.

As chairman of the Defense Science Board study that
Senator Lieberman cited, that’s a principle source of my
frustration. We have made minimal progress against a clearly
defined set of achievable and attainable goals. But the level
of cross-agency staying just within the early stages, improve
cross-agency coordination is visible in certain quarters, but
for the most part, it’s still a significant handicap if we ever
had to mobilize in the face of a mass disaster.

In the narrow context of DoD, there are significant
vulnerabilities that affect our capabilities for force
projection and protection, two essential tenants of defense
policy. If one looks at the repertoire of requirements that we
need in dealing with a bio incident, starting with early

warning, sensor systems are, in my opinion, delusionally
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deployed as a front line of defense, with disproportionate
amounts of money being invested in them with dubious
performance characteristics and low interoperability between
the sensors systems, which are deployed by different agencies.
Medical countermeasures and emergency preparedness has
undoubtedly seen some gains, but again we have to look to
issues which I'll come to in a minute. Decontamination resides
with a totally different agency, the EPA. DoJ has

responsibility wholly for emergency preparedness law. And then
we have the delicate pase comitatas (phonetic sp.) issue as to
what will happen when the Department of Defense, the only
agency with the logistics to deal with a mass disaster, has to
be deployed in the United States.

Within the science and technology domain, the science and
technology push has not been matched by market poll. And
science and technology initiatives are not coupled to
downstream development of manufacturing capabilities. And then
overwhelmingly, as we heard from Senator Lieberman, we have the
lack of engagement of the private sector, probably the single
deficiency of all.

Much of this is predicated upon the promulgation of flawed
policies based upon misperceptions. So | will simply list a

set of true/false presumptions in the opinion of one person.
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Preparedness planning for bio incidents is similar to mass
disaster risk from chemical, and biological, and nuclear
attacks. False.

Bio sensor networks provide a robust alerting system for
early warning, thereby eliminating the need for many downstream
capabilities. False.

Medical infrastructure has sufficient surge capacity to
address and mass casualty incident of more than 10,000 people.
False.

Coherent disaster plans exist with clear definitions of
roles, responsibilities, and guidelines to integrate federal,
state, and local agencies. False.

Incident management plans are understood and regular
drills are conducted to demonstrate preparedness. False.

The legal and logistical aspects of mass treatment,
vaccination, quarantine, and the supply of basic services to
guarantined populations are understood, and achievable, and
attainable. False.

A very welcome element of what have seen in Bio Shield II
is to expand the horizon beyond bioterrorism to the equally
profound threat, perhaps more profound threat, from natural
infectious diseases. So | would at least add two truths to the
repertoire of true versus false. Sustained and consistent

investment to rebuild national and international public health
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capabilities for the surveillance and control of infectious
disease is an integral part of biosecurity. That is a true.
And then the other truism is the engagement of the private
sector is an obligate requirement for successful development of
robust biodefense capabilities. And, therefore, once again in
common with many, it's a great pleasure to acknowledge my
friend, Chuck Ludlum, and his many contributions in catalyzing
the progressive evolution of Bio Shield. Notwithstanding any
controversy associated with the wild card patent dimension, we
must have, if industry is successfully to engage,
indemnification. As was brought up, the Safety Act must be
expanded to include protection against measures deployed before
an incident as opposed to merely afterwards. There has to be
guaranteed volume and pricing. There has to be suitable
financing vehicles for warm based capabilities to ensure that
standby manufacturing capabilities are immediately deployable.
So | would submit, ladies and gentlemen, as a frustrated
optimist, we need to go beyond political populism and political
spine and resolve. We need to move from the reactive to the
proactive. But most importantly, we need an integrated
holistic policy, and the key element of that is to move beyond
corporate vilification and anachronistic political rejection of
corporatism to a much more sophisticated understanding of how

we engage sophisticated public/private partnerships.
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Tara, thank you.

Tara O'Toole: Thank you, George. Richard.

Mr. Falkenrath: Thank you. Thank you, Tara. And thank
you all for coming this morning. We have five minutes, so I'll
just make five points.

First, on the threat. | was struck by Senator Lieberman’s
characterization of this threat and his description “war of the
worlds” and “war within the worlds.” And I think he’s right in
one essential respect, that microbes and microbial threats are
the most profound threat faced by our species in the 21st
Century. They are more profound than Muslim militants
certainly. This is really not surprising. It's been that way
throughout human history, but it continues to be true today.

It also true in a very immediate sense. The high
probability, highest consequence, devastating incident in
America is an outbreak of pandemic ‘flu, | think. I think it
exceeds by an order of magnitude the severity of the risk
presented by another Al-Qaeda attack. And for someone in my
position who dealt mainly with human terrorists, not microbial
threats in my professional time in government, that's a stark
conclusion. | respectfully disagree with what Chairman Cox
said. | do not think that our response to Avian ‘flu is
commensurate with the real risk that we face. And if we were

to walk into the Oval Office for the morning brief as
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government officials do everyday and say there was a terrorist
out there with a plan to kill large percentages of the entire
population very quickly, and the time of the attack is the only
thing in question, you would get an enormous response out of
the government, and a very vigorous one, far more than what we
have today. So | worry about that a lot.

| also think that's true in the longer term, that longer
term that we still have a greater threat from naturally
occurring infectious disease and the manipulation of pathogens
for hostile purposes that exceeds everything but, | think, the
terrorist acquisition of an improvised nuclear device.

The second point about what the Administration has done.
| think the Administration has done a lot. In fact, | remember
a conference on terror that DA (phonetic sp.) organized during
the transition time of 2000, like 1,000 in some big room. And
| was on the speaker with Jeff Copeland, then the director of
CDC. And to say he had an ambivalent commitment to biodefense
was a bit of an understatement. But at that time, never in my
wildest dreams would | have imagined we’d be in the
circumstance where we’re in now where you have a $20 billion
plus expenditure over three years, and major programs under way
in many different areas. Now | would agree with what Georgia
just said that the management capacity of the Administration

has not scaled with its expenditure. This is an enormously
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frustrating area for the interagency process and for the
management of government programs, | know, from firsthand
experience.

| would not agree with the premises that he listed. |
agree that they’re all false, the ones he said were false. But
| wouldn’t agree that anyone who knows anything about the
subject adheres to any of them. And | certainly, if someone
came into a deputy’s committee meeting that | was chairing with
one of those premises, they would be laughed out of the room.

But there are serious problems in this area. It scaled
very fast. There are major gaps and major delays in
implementation, no question. One of those, third point, is the
capacity of our state and local public health agencies to do
the terminal distribution of medical countermeasures in the
relevant time frame in an emergency. And there, we made a
decision unconsidered, | think, in the late 1990s to rely on
state and local agencies to basically take the stockpile once
it lands on the tarmac and distribute it out to the population.
Four years later, it's now clear that not a single city in
America is prepared to do that in a relevant time frame for an
Anthrax aerosol attack. This in the context of literally
billions of dollars of transfers of federal aid for
bioterrorism preparedness. Much of it, | think, when we do an

accounting at the end, we will judge to have been wasted. And
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| think it’s really time to consider whether we made the right
decision as a federal government to rely on state and local
agencies for end-stage distribution of the stockpile. And if
we are going to rely on them, to figure out a way to really
require them to be ready to do it in the relevant time table as
they are not today. If we do not do that, we’re just going to
keep wasting this money, which is bad.

Fourth point. In terms of acquisition of medical
countermeasures for the known threat agents, those on the CDC
list that are up on the Web sites, | agree that Bio Shield | is
inadequate and that there needs to be an improvement in that
area. The inadequacies are extensive. One of them relates to
the amount of money available. I'll just note for the record
that the Administration didn’t propose just 5.6 billion to buy
five medical countermeasures for five known threat agents. It
proposed an indefinite unlimited appropriation that would be
like an entitlement almost to purchase these things when and as
they are needed, and Congress declined to grant that. That
idea is not contained in Bio Shield II. 1 think it should be
looked at.

But there’s no question that we need to continue to press
on our capacity to develop and procure medical counter measures
for known threat agents. The amount of money that we have is

inadequate. The engagement of the big pharma is inadequate.
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The regulatory changes are inadequate. And certainly this
notion that you have eight years to go from discovery of
countermeasure to procurement is completely inadequate.
A lot of work has been done in this area, and | don’t
think we should be too dismissive. | mean, Bio Shield I, the
way Senator Lieberman and Chairman Cox made it sound as though
it sailed through the Congress. Wrong. This was an enormous
fight facing incredible entrenched interests and really
convoluted jurisdictional issues with the committees. And |
think we’re lucky we got it at all. And so to get the sense
that Congress is ready to just act swiftly to give the
executive the latitude it needs to get his job done is a
misconception. It was tough sell in Congress. An even tougher
sell was the indemnification we needed to do to the modest
Anthrax vaccination in early 2003.
Last point because | know time is short. I'll just say |
was just talking about medical countermeasures for known threat
agents. We also have to worry about medical countermeasures
for unknown threat agents.
[END OF TAPE ONE, SIDE B; START OF TAPE ONE, SIDE A]
Mr. Falkenrath: That need is articulated in the national
strategy for biodefense, A.H.P.D. 13 (phonetic sp.), but we as
yet have no government answer for this. We have no government

program to figure out how we acquire a medical countermeasure
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for an unknown threat agent after we find out of its existence
in a time frame that is even remotely relevant for a defensive
response.

Tara O'Toole: Randy?

Randy Murch: Let me begin by asking you a series of
guestions. With our current intelligence and scientific
capabilities, how well can we quickly, definitively, and
reliably determine whether a national or intentional outbreak
has occurred in all instances? If not a natural outbreak where
we can't tell, can we answer the key questions, what, where,
how, when, why, and who, to a high degree of certainty so that
the appropriate policy decisions can be made and actions taken?
Can we prevent intentional attacks, avoid surprise, or
significantly reduce risk by having extensive, reliable, and
timely knowledge of all potential adversaries’ capabilities and
intent for current and future generations of biological
weapons?

So the capstone question here is, how good is our
intelligence for biosecurity? And that might cause you to
groan in the wake up the 9/11 Commission and the WMD and the
Locke (phonetic sp.) Commission, but it’s still, I think, a
point in question that we have to answer and face. And | will

put down the argument that we cannot have robust biosecurity

58



for the United States and the world without effective, agile,
timely, global, and domestic intelligence capabilities.

Let’s step onto the biointelligence playing field for a
moment. Some of the points were made earlier by the speakers
this morning, particularly Representative Cox. First of all,
in the intelligence world, it may not seem so, but the
complexity and the uncertainty of the microbial universe is
part of the playing domain. Beneficial knowledge and
technology in the life sciences is evolving and diffusing
rapidly, widely accessible and uncontrollable, and continues to
be so, and probably should be.

The significant dual use implications are the key fastest
growing areas of life sciences that were referred to earlier.
The capabilities and intent of our adversaries are rising. A
benevolent biology and facilitation is easy to develop,
execute, obscure, and conceal. Actors may be numerous. They
one from one, to a few, to many. Special expertise is not
necessarily required.

Targets and vulnerabilities potentially abound. The
means, objective, and effects relatively scale easily.
Recognizing and conclusively interpreting small or unrelated
signals in large seas of noise are daunting. Effective

intelligence and investigation capabilities are the only ways |
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know of of getting at answers to these biosecurity issues and
guestions.

| think also as a former law enforcement officer and one
who worked in the intelligence and defense communities about
how | deal with my adversary. How do | understand him or her
in developing offensive and defensive actions to contain the
threat and perhaps even neutralize the threat? So I think
about the calculus of the adversary; their political and
operational objectives; their timing, weapons and delivery
options/ available knowledge and expertise; access to
materials, technology, and resources; their own operational
capabilities; the vulnerabilities of adversaries -- that's us
and our targets; effectiveness of the adversary’s warning,
protection, response, and recovery systems; denial and
deception option; and how they measure and determine the
likelihood of success. Who other than the intelligence
community should be dealing with the characterization of the
adversary?

Even if one thinks about the interlocking metasystems or
the business cycles of bad guys and good guys, and the bad
guys’s concept or intentions through designs and plans,
acquisitions, logistics, all the way through training and
preparation, operations and attack, denial and deception,

damage assessment, and lessons learned, to the good guy’s side
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of prevention and deterrence, anticipation, indications, and
warnings, protection analysis and characterization, through
interdiction and disruption, mitigation, attribution, and so
forth, intelligence plays heavy roles, important roles, to each
one of those facets on either side of those interlocking
systems.

And if it's not worrisome enough in the current time,
think about future technologies and how they may be used
against us, things that are already here on our doorstep for
use for beneficial purposes that could be used for illicit,
nefarious purposes as well, created even subtle genetic
engineering, bioprospecting, exploiting natural diversity, gene
shuffling, directed evolution, small footprint designs for
production systems, create denial and deception, and synthetic
biology.

So should we expect anything less than exquisite
intelligence to enable biosecurity before the fact, not after
the fact? Full and timely awareness of capabilities and intent
of adversaries, supported by robust scientific knowledge,
accurate, timely, and incredible indications and warning to
avoid, reduce, or mitigate surprise, accurate and reliable
support to policy decisions and the actions taken, proactive
telescoping defense, and formative validated forensics to sworn

attributes and for justifiable and successful prosecution and

61



perhaps even deterrence, and options to dissuade adversaries to
making choices away from biological weapons, raising the risks
for them doing so.

So I"11 leave you with a question. How can intelligence
be improved in the strength in biosecurity? I have many of my
own ideas. Perhaps you will as well.

Elin Gursky: Thank you, Tara. Four years and $3 billion
later, I think we can look across public health departments in
this nation and see a number of very good programs where people
have worked hard to understand new threats, to build new
capabilities, and work with new partners. I think, however, in
large measure that there have been a number of reports,
pronouncements, and meetings that have said indeed public
health is not prepared, not prepared for biodefense, not
prepared for large scale emerging pathogens.

And so I would ask you to look at the public health
structure as it is currently constructed in this country, which
is indeed 50 state health departments run by governors, and
3,000 local health departments that are run by local mayors and
county commissioners. And I would ask you to understand the
amount of work that these agencies are putting forth in terms
of the health status of their constituents, which ranges from
things like the falls in the elderly, and prenatal vitamins in

pregnant women, and methadone maintenance, and numbers of good
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issues that speak very much to the issue of assuring the health
of a civilized nation. And | would like you to consider the

hard work of these people in attempting to improve health
measures, and close health disparity issues, and understand the
frustrations with which they are dealing now that an overlay of
new responsibilities are being placed upon them. A group that
may not understand the inevitability of bioterrorism certainly
may understand Avian influenza and large pandemics, but that a
system that has been built basically for local capacities is

now attempting to take on very new responsibilities.

Let’s look at a system that has been, | think, one of the
premier outcomes of our biodefense initiative, which is the
laboratory response network, where every laboratory, military,
and civilian that is part of this network uses the same
methods, uses the same agents, and has, therefore, consistency
of response, consistency of answers across the country where
this resides.

Our public health system does not have an analog for that
consistency. We do not have something that works nationally
and consistently across the country so that public health
itself can be its own surge capacity across jurisdictions, and
work as an integrated entity with other responder communities

with the health, intelligence, and medical communities.

63



What, therefore, do we do to continue to fund a system
that was not built for what Ambassador Schneider aptly said is
the intersection of health security and public health? My
suggestion would be that as we consider the need, the critical
need, for a robust and agile public health system, as has been
clearly discussed before me, that we must first ask the
guestion, what does a 21st Century public health system look
like? What do we want it to do? How do we want it to
function? How should it be staffed? How does it work across
gubernatorial jurisdictions, mayoral jurisdictions? And until
we answer that question, we’re not going to know how to measure
it. We're not going to know how to hold it accountable. And I
think we are going to be very concerned about the continued
investment that we are putting into the system as it currently
exists. So | would leave you with my rather pervasive
guestion, what should a 21st Century public health system look
like?

James Hodge: I'm particularly pleased to follow Elin
because of the very fact that the theme that I'm most
interested in exploring in the very brief comments I'll give
you today is highly consistent with what Elin just emphasized -
- the ability of this country to respond to any bioterrorism or
emerging infectious disease threat is a shared responsibility

across all levels of government -- federal, state, tribal,
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local. That shared responsibility is one, that | will also
accentuate in these brief comments, requires legal
infrastructure to accomplish effectively.

And essentially what one of the core principles that our
Center for Law and the Public’'s Health at Georgetown/Johns
Hopkins has worked towards since 9/11 is that single goal of
trying to provide some sort of legal infrastructure through
which public health emergencies, however defined and
constituted at the state, local, and tribal levels, can be
effectively dealt with. We’ve produced, as you know, the Model
State Public Health Emergency Act, and this act has been
systematically used by over 40 states in introducing bills,
passed in 34 states and the District of Columbia, to provide
some level of consistency and structure for the legal ways in
which we can respond to these particular emergencies. And
that, I think, has helped the nation immensely.

But I'm not here to applaud that. I'm here to suggest
we’re not done on the legal front. In front, the trickier,
thornier, much more difficult issues are the ones that we tend
to think of as very consistent with Elin’s thoughts, those
interjurisdictional exchanges of resources, of personnel, of
people that follow and map the very interstate exchange of
various threats to the nation as well. These legal issues are

not simple fixes, and yet when you talk with, especially state
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and local public health people across the country the way |
have and the way | know many of you within this room do
consistently, you realize that these legal issues are stop gap
measures for them in many ways. They exist on multiple fronts,
and | could not possibly in the brief comments I'll share today
accentuate or perhaps delineate all of the related examples.

Let me give you, if | may, just a couple, so one of which
exists in response to a very current situation we've all
experienced in October of this past year related to the “flu
vaccine shortages. This was something of a national public
health disaster, that would have been far worse has the ‘flu
epidemic this particular been far worse, which it proved not to
be.

What we realized and what our Center is actually working
towards helping state and local public health practitioners
work through is, there was no national legislative approach, no
national regulatory approach, no cohesive state, local, or
tribal approach to how to effectively allocate what became, for
a limited period of time, a very scarce resource in regards to
those ‘flu vaccines. We don’t have that in a non-emergency,
which means we do not have it in an emergency scenario. We
don’t have the legal answers to that. Perhaps ethics or human

rights provides us other guidance. But we, from a legal
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perspective, suggests that those type of interjurisdictional
issues are gquite critical.

Let me throw out one more issue, and I certainly will hear
it more throughout the questions. There is a pervasive need
to, pursuant to any emergency, meet what we often call surge
capacity. This is predictable. 1It’s required. HERSA, in
conjunction with this congressional authorization, has pursued
a project largely to try to set up volunteer registries for the
purposes of trying to create a group of volunteers who will be
ready to meet surge capacity for health care and public health
purposes. When you convene those particular volunteers groups
and listen to their thoughts, the first thing that comes to
mind is, when and under what circumstances may I be liable when
I start crossing jurisdictional boundaries? When I go from
Minnesota to Wisconsin, or North Carolina to South Carolina,
and the answer to that is, very complicated. Inter-
jurisdictionally we don’t have a single federal approach that
responds to that. Perhaps we could. Perhaps we should. But
the reality is these issues remain. They’re thorny. They’re
difficulty. And I think that I’"11 be looking forward any
additional comments throughout the day on regards to those
particular problems. Thank you.

Tara O’'Toole: Mike.
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Michael McDonald: When | was about 11 or 12, | found some
pictures in my home. It was a shot on a Kodak camera. And it
was pictures of a city that was at one point. But as far as
you could see, there were no buildings. Occasionally,
structures would stick up here and there, but you couldn’t
really recognize them as being buildings that humans would live
in.

This winter in going to the Indian Ocean basin and
standing in Pandachi (phonetic sp.), that picture came back to
me, and | wondered what were the feelings my father had as a
navy officer, one of the first to walk in the ashes of
Nagasaki. It was only thing that | could really equate in my
own life to that kind of disaster.

And | think we have to look at what is the magnitude and
the probability of what we’re dealing with here? Chuck Ludlum,
when he was in Nepal, had half the children in his village die
of infectious disease. Infectious disease was not a
theoretical threat in his life. Those people who understand
the nature of this threat are digging very deeply into this
issue, and | think they’re treating it very seriously. For
some of you that had Anthrax probes stuck up in your nose in
the Hart Senate Building, this was not a theoretical threat.

It's not a theoretical threat to any American because the

person who'’s the perpetrator of those events in fall of 2001 is

68



still walking free in our society today. This is an imminent
threat, and it's a question about what is the magnitude of the
threat? And will our society be able to grasp the magnitude of
this threat and its probability in time to actually act before

it happens.

With Anthrax, in fall of 2001, we had five deaths, 22
cases, 35,000 prescriptions, millions of people that were
perceiving themselves potentially at risk. This is not about
just the number of casualties. These are asymmetric attacks
that are amplifying 1,000-fold in terms of their impact on our
economy and on our culture. This is an imminent threat, and
the magnitude is not just the casualties. The magnitude is
1,000-fold impact on Americans through the psychosocial
impacts. We’'re not yet even really seriously considering
building the infrastructure to dealing with these psychosocial
impacts.

We probably have over 50 gaps in our momentarium with Bio
Shield in place that will last at least a decades. For 20
years, we're going to have gaps that any very serious willful
terrorists can walk in and take advantage of.

We have to have an infrastructure not only to address the
medical issues, but public health infrastructure that can work

in the absence of good medicine, good vaccines, and it may have
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to work this year and next year, a few years from now. This is
an imminent threat and very large.

So Congressman Cox said something that made me reflect on
a question that | had Jonas Salk maybe 20 years ago when we
were talking about large-scale disasters. How do we prevent
and manage large-scale social crises? And | asked him, well,
are you optimistic with what we’re going to be facing? And he
said, well, I'm not optimistic, and I’'m not pessimistic. If
ell as if we have to act, as if we can make a difference.

| would suggest to you that the problem here is that as a
society we are still doing symbolic efforts to really address
the threat that we now face. And | would first start with a
guestion to our panelists, are you optimistic? Are you
pessimistic? Do you think our nation is going to rise to the
occasion to address this problem before we’re either facing an
act of bioterrorism or a naturally occurring disease epidemic
that has significant, potentially strategic national security
implications?

Tara O'Toole: Let me change that around. What would make
you more optimistic, all right? What should we be doing? |
mean, Richard has expressed a lot of frustration with the
public health system as it now stands. Elin has echoed that.
What is the solution here? Should we spend more money? Is the

problem that we've had such an understaffed, underfunded health
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system for so long that four billion is a drop in the bucket,
and we have to keep going, and we’ll start gaining traction?
Do we need to rethink public health entirely? Should we
federalize it, James, in view of your concerns about
interjurisdictional disputes? No one?

James Hodge: No.

Tara O’Toole: Why not?

James Hodge: Let me give you a very practical reason why.
We live in a federalist society. Our Constitution organizes us
into federal, state, and local governments, state and local
being separate obviously. Public health powers have their
existence at the state level of government. The feds can use
their interstate commerce powers, their tax and spend powers,
to engage in public health purposes, and they do that often
very wisely, and to the benefit of states. But it is the core
of public health powers that exist at the state level pursuant
to those police powers that we have constitutionally, literally
delegated to states to accomplish. And I don’t think the
public health system in the United States, especially at the
state level, is a broken one. In fact, we as a system
routinely respond to major threats, year in and year out,
better than many countries would, and I think as a success
story, we often see the ways in which we respond in regards to

SARS, 1in regards to the ‘flu vaccine shortages.
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This country has an adaptability that’s inherent in the
system, in its organization, as legally structured. But it's
when these issues start to cross lines, those inter-
jurisdictional issues, when we begin to break down on some, and
bioterrorism is one of those concerns, because of its capacity
to do that very quickly.

Tara O'Toole: Richard?

Mr. Falkenrath: | don’t remember which Supreme Court
justice it was -- maybe it was Holmes or Brandeis -- who said,
the Constitution is not a suicide pact. And | understand
perfectly the point about federalism and the role of state, and
local, and health, and public health, and the rest. But the
bottom line is we need performance in this sector. We need the
ability to respond to a crisis in the relevant time frame. And
if we're not getting it after a good old college try for six,
seven year and $10 billion of investment in this area, then |
think we need to learn from that lesson and reconsider whether
it was the right decision. | would like it to work frankly,
but you just can’t deny the fact that not one city in America
can take a stockpile that shows up on a tarmac and distribute
it to their citizens in the relevant time frame to deal with an
aerosolized Anthrax attack. You can’t just hear that and say,

oh yeah, let’s just keep plunking along.
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Tara O’'Toole: George, what would make you more
optimistic? | mean, | wanted to actually query you. | mean,
this is a Republican Administration. We have a Republican
controlled Congress; that is the party that's usually very
friendly to business. Why hasn'’t the private sector gotten
more engaged here? What's the problem? How do we fix that?

George Poste: | don’t know how we fix that. Let me at
least come back to the fundamental question. Even though |
remain an optimist, | think we’ve got to have a catastrophe for
that optimism to be truly manifest.

Tara O'Toole: So you would be more optimistic now if
there had been an attack.

George Poste: No, not an attack per se. It doesn’t have
to be bioterrorism, but the innovation and creativity of this
great republic, which is completely ummatched, for which | am
delighted to have joined 33 years ago, in Europe will never
take me alive -- [LAUGHTER].

George Poste: But the overall issue is the fact that for
whatever reason, we have reached a second point of cocooned
complacency in society that we’re going to have to have a rude
shock in order to mobilize against this, whether it be of
natural origin or malignant origin, as much as I'm saddened to
say that. Then | think the enormous power and creativity of

this nation will be mobilized. But sadly, until that occurs, |
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think we’re going to be asleep at the switch, and huge amounts
of money are going to be slushed down the drain.

The engagement of the private sector, | think, is probably
poised now as a result of what it sees as genuinely positive
momentum and the creativity embedded in Bio Shield 1l. But at
the same time, we have to acknowledge the inevitable lag time
that’s involved here. And at the same time, | think another
thing that needs to be put on the table is the fact there can
be no compulsory license at the end of it.

One of the most chilling things propagated by a Republican
Administration was Secretary Thompson'’s action in relation to
buyer and Cipro at the time of the Anthrax. At the very same
time that we had our own trade delegations in Africa arguing
that we shouldn’t give up intellectual property protection for
anti-retro viral drugs in the developing world, we immediately
at home attempted to destroy the fabric of intellectual
property for a company that invested the R&D to create
Ciprofloxacin. And unless we learn from those lessons, the
private sector won’t engage.

Tara O'Toole: Any other nuggets of optimism from the
panel before ... [LAUGHTER].

Tara O'Toole: ... before | ask the audience to chime in?

Yes, Mike.
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Mike McDonald: Well, first of all, | think we should
acknowledge that the public health infrastructure is
reorganizing itself, and CDC has started a futures initiative
and is reorganizing all of CDC at this point with bioterrorism
as a piece of what they’re looking at. So we’re on our way.

The question is, how quickly can we act, and is it possible
that we have tools now in our hands to have the public, our
society as a whole, the private sector, the public sector, to
work in more of a collaborative fashion, understanding the
nature of the threat before we face the consequences, the
direct consequences. | believe we have those tools in place
now, and | think we also have a mechanism that we can put in
place that as we’re hit by a certain incident, we actually can
keep people out of the points of infection. So there are ways
of dealing with these kinds of crises now. We just have to
elevate them in ways within the way we’re addressing the
problems.

Tara O'Toole: Let me take a couple of questions from the
audience because | think Senator Burr is here, and we want to
be mindful of his other commitments. So questions. Please
identify yourself when you speak. Yes?

Female Voice: Vickie Melnick (phonetic sp.) from UDC and
at Georgetown. My question is, is there any country around the

world which is doing this job well, is prepared and has an
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adequate public health system infrastructure? Is there a model
that we can emulate?

Male Voice: | think the answer is no.

Tara O'Toole: | actually think Singapore’s in good shape.

George Poste: And again, another small example, | think
if you look at Denmark, they have not only got the capability
to mobilize vaccination of the entire population against small
police officer rapidly, they’re one of the only nations to have
stockpiled sufficient amounts of Tami (phonetic sp.) ‘flu,
unlike the United States, which probably has on hand less than
one percent treatment doses needed for dealing with this.
Singapore has currently done this, and Israel has already in
reasonably good shape, at least in terms of certain measures
against certain organisms.

Tara O'Toole: It's clearly an advantage to be a smaller
country, I think, is the lesson from that.

Male Voice: There are states that | think have done this
well, I'll say that.

Tara O'Toole: Stan?

Stan Myer: Stan Myer, (indiscernible). I'm from the
Foundation for Prevention of Terrorism, and I'm also an advisor
to the National Security Council in Poland on this sort of
issue. To answer this last question, are there any countries,

well, | was paying a visit to Israel about two weeks ago. |
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visited Greece to your surprise because they were extremely
well prepared for the Olympics. And | think the procedures
they have is a model for all of us. Actually, when | asked

them whether they would be able to take care of a plane which
is coming with small pOox patients, they said to me, we have
procedures for evacuating 30,000, a whole Olympic village, and
we would have everything under control.

The other thing is, which | would like to address, which
is a big concern --

Tara O'Toole: Quickly, Stan, because we’re pressed for
time. Quickly.

Stan Myer: -- mass casualty handlings. | think that we
are not prepared for mass casualty handlings for patients with
a contagious disease. There are no procedures. And just
historically very briefly, SARS was a very good example.
Hospitals were closed. In Poland when we had the small police
pox outbreak in ‘63, each single patient, which went to the
hospital, was closing the hospital. So the most important
thing is to have procedures, how to cordon off hospitals to
protect staff. Otherwise our whole health system will break
down. Thank you.

Tara O'Toole: Thank you. Thank you very much for your
patience. | wish there were time for more questions and

discussion. | think people will mill around after the fact,
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and you can try and capture them in one of the many interesting

nooks and crannies of this building. Thank you.

[APPLAUSE. ]
Judy Fader: Good morning. It’s nice to be with you this
morning. I’'m Judy Fader. I’m dean of the Georgetown Public

Policy Institute and pleased to be one of the co-sponsors of
this event. GPPI is fortunate to be the home of scholars and
practitioners, like Ambassador Schneider, who are dedicated to
using the best in scholarship to promote the best in public
policy. We are also proud to be training a new generation of
public policy leaders, who not only are committed to making the
world a better and safer place, but happily will also have some
skills to achieve that job. And as we can see this morning, if
we did not know it already, God love them because we really
need them.

So 1t is also my personal pleasure to introduce our next
speaker, the Honorable Richard Burr, Senator of North Carolina.
Senator Burr has Jjust recently moved from the House to the
Senate, and wasted no time in addressing the issues of concern
to us today. As Chair of the Senate Health Subcommittee on
Bioterrorism and Public Health Preparedness, the Senator is
leading the Congress in deliberation and action to enhance our

biosecurity.
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In recent hearings, he has brought together a varied and
impressive set of experts in security and health to explore our
exposure to microbial threats, whether natural, accidental, or
deliberate, and to identify the measures necessary to address
these threats.

Senator, these hearings are providing lessons for
scholars, and students, and the nation and the like in terms of
what to do about the issues before us. And we appreciate your
willingness to share the benefits of these deliberations today.

| give you Senator Burr. [APPLAUSE.]

Senator Burr: Dean Fader, thank you so much for that kind
introduction. What a treat it is to be asked to be here and to
hopefully share some insight with you. And | can’t thank the
Ambassador enough for her commitment to organize this session
today.

This is a challenge for me. It's not only a challenge to
switch from the House to the Senate, but it's a challenge to be
tasked with an issue that through the hearing process I'm not
sure we don’'t have more questions today than we do answers from
where we started five months ago. But | will attempt to try to
encapsulate for you this morning where we are, where we're
attemping to go. But | will probably, short of any
expectations in the room that I've brought with you concrete

solutions because clearly we’re not there yet.
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I'd also like to thank the sponsors, Georgetown
University, John Hopkins, Virginia Tech, University of
Pittsburgh. | would remind all of you we have some fairly good
basketball teams in North Carolina. They also happen to be
exceptional in public health at UNC and Duke. And I look
forward to the opportunity to having them participate in these
forums in the future.

[LAUGHTER].

Senator Burr: Is that subtle? The program today includes
well respected experts in the area of bioterrorism and
infectious disease, representatives from both political
parties. Likewise, infectious disease knows no borders, and
certainly has no political affiliations. This is definitely an
issue where we can find common ground and work together to
improve the bioterror preparedness of this country. As the
chairman of the Subcommittee, I'm fortunate to serve with
Majority Leader Bill Frist, with my chairman, Mike Enzi, and
with many colleagues on both sides of the aisle who are
passionate about legislation as it relates to biodefense and
biopreparedness.

Like many in this room, 9/11 triggered for me a different
way of thinking about bioterrorism. Mr. Stevens, the first
victim of the Anthrax attacks, was visiting North Carolina when

he became ill. And | was serving in the House of
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Representatives, as the dean said, at a time when the letters
containing Anthrax found their way to Capitol Hill, not just in
the well publicized Senate side, but in the Longworth Building
that was closed and affected my office for over five weeks.

We work hard to improve our capabilities to detect and
respond to biological threats, and I'm pleased to have worked
on the bioterrorism legislation that passed out of the House.

While all politics may be local, disease, especially
contagious ones, are global in nature. If there was any doubt
about the global nature of natural, accidental, or deliberate
outbreaks of disease, we have only to look at our experiences
over the last four years to be reminded that infectious disease
knows no boundaries. SARS, Avian ‘flu, Marberg Ebola (phonetic
sp.), H2N2, influenza, and the Anthrax are just some of the
pathogens that have made international headlines, reminding us
that despite our achievements in the public health arena,
diseases that can seriously impact society’s health and
security are just one plane ride away.

Almost 40 years ago, former U.S. Surgeon General William
Stewart declared we were within sight of winning the war on
infectious disease. At that time, there were reasons for
General Stewart’s optimism. The efforts to eradicate smallpox
were on under way. A number of effective vaccines for terrible

diseases, such as polio and measles, were developed. The
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control of mosquitoes significantly changed and reduced malaria
worldwide, and a variety of antibiotics were proven effective

in reducing the morbidity and mortality of common infectious
disease. But to borrow from Mark Twain, we now the rumor of
our victory were perhaps exaggerated.

Mother Nature has proven herself a worthy adversary.
Diseases like malaria and TB, once thought controlled and
contained, have returned with a vengeance. HIV, SARS, and
other diseases, have appeared, and we now the fear the
emergence of a pandemic bird ‘flu that appears capable of
killing more than half of its human victims. Many antibiotics
that were effective in the 1950s and 1960s are now less
effective because of overuse, and this situation has resulted
in the emergence of a resistance to bacteria.

Furthermore, we face challenges on the national security
front as the threat of bioterrorism is no longer just a
hypothetical consideration. We’ve committed enemies in Al-
Qaeda and Al-Qaeda’s affiliates, which have declared their
intent to obtain and use weapons of mass destruction, including
those that are biologic, chemical, and, yes, nuclear.

And finally we're challenged by the current structure of
our public health system. I'm concerned that our public health
system is not fully prepared to face the challenges that we

know are ahead. Last month | chaired a congressional hearing
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to explore the current threats to the public health system. We
know that in the near term the deliberate use of Anthrax or
smallpox by terrorists is a real threat, and as real as the
pandemic Avian influenza.

The long term challenges are just as great. The World
Health Organization has said about one new disease is emerging
each year. Therefore, we must prepare for the likelihood that
these additional emerging diseases, like SARS, are a reality.
We must also consider advances in biotechnology and synthetic
biology, which provide the means to terrorists to develop super
bugs, which are hybrid or novel pathogens that can get around
our existing defenses, or which have no known treatment at this
time. We must address these threats today to ensure that we
have the defenses needed to protect the Americans from
deliberate, accidental, or natural biologic events in the
future.

In a rapidly changing world, we must ensure our capacity
is broad and our response to an incident is quick. I believe
we must have the ability to develop specific countermeasures,
like vaccines, within weeks and months rather than taking years
to find a solution. As a sponsor of the Bioterrorism Act of
2002 and the Bio Shield of 2004 while serving in the House of

Representatives, I believe we’ve made progress in addressing

83



bioterrorism preparedness. But we still have a lot of work to
do.

Bio Shield ensures a federal government market for medical
countermeasures, as well as speeds up the awarding of research
biodefense grants intended, | say intended, to encourage the
development of new and improved countermeasures. Yet more
should be done to ensure that we have medical countermeasures
to meet the challenges we know we will face.

I'll chair a hearing later this afternoon to assess the
current challenges affecting the development of new medical
countermeasures. Many small and medium sized biotech companies
face difficulty in securing the necessary capital to develop
their potential countermeasures so the products can become
eligible under the Bio Shield funding consideration. These
companies provide innovative ideas and approaches for
countermeasures, countermeasure development, but must cobble
together private investment and government grants to perform
the necessary development to become eligible under Bio Shield.
These challenges have become known as the Valley of Death in
developing potential responses to infectious disease. A point
in the development process where we risk losing innovation and
advancement, and this will not be the last time you hear us

talk about the Valley of Death.
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Companies like Alvavax (phonetic sp.), Hemo Cellular EMD
in my home state of North Carolina, hold promising new
therapies for biologic threats, radiation exposure, and cyanide
poisoning. These companies cannot only develop new
countermeasures used to combat terrorism, but they can help
revolutionize our approach to control infectious disease caused
by Mother Nature. But in order for us to reap these benefits,
these companies must meet the eligibility requirements for Bio
Shield procurement.

In getting these medical countermeasures innovations to
the point that in the development process they qualify for Bio
Shield is the most challenging thing today. We must also
leverage the extraordinary investment and research sponsored by
the National Institutes of Health, Department of Defense, to
ensure promising efforts to build new biodefense
countermeasures aren’t stalled or lost on their way through the
Bio Shield development process.

| worked with my colleagues to put together a biodefense
preparedness bill to help secure an effective developmental
pipeline for new, safe, and effective countermeasures. We'll
build an excellent work done by my colleagues. We have had
excellent work done by my colleagues and Senator Frist, Senator
Gregg, Senator Hatch, Senator Lieberman, Senator Brownbeck, and

| look forward to working with them. [ also look forward to
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working with Senator Enzi and Senator Kennedy to draft the
legislation that | have been by my chairman to produce. | have
made a public statement that we're not driven today by any
outline that currently exists. We will take everything from
every bill that exists today that we believe is crucial for a
successful biodefense bill for this country in the future.

While countermeasures are important tools in our ability
to respond to deliberate, natural, and accidental outbreaks, |
believe we need to include other issues in the biodefense
preparedness legislation. We must revitalize our nation’s
public health infrastructure to ensure trained staff and new
technologies are ready to confront events. This infrastructure
must work seamlessly with the medical and emergency management
communities, be capable of performing traditional public health
functions, and have the ability to rapidly distribute medicines
and administer vaccines in the event of an Anthrax attack,
smallpox attack, or ‘flu pandemic. Currently many states and
localities are far from prepared for this new dynamic. Our
efforts to improve the public health system must include clear
standards of performance, and we must regularly test our system
to assess the progress in achieving our goals. Real time
electronic surveillance for detection of emerging or reemerging

disease is a basic mission of public health.
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But we know that three-quarters of the states currently
have no electronic disease surveillance system. We must use
technology to make sure our public health officials are aware
of local, regional, national, and international events
affecting the nation’s health. The detection of disease
outbreaks is only the beginning of what needs to be done. We
must also ensure that we recruit, train, and retain the public
health responders that we need in the years ahead. We must
also make more progress in securing our food supply and
protecting agriculture from terrorist attack, as well as the
natural phenomenon. | believe that we can and must draft a
biodefense preparedness bill to address these preparedness
issues, and doing this is the sole priority of the Subcommittee
this year.

| know working with my colleagues on both sides of the
aisle, we can make improvements that will benefit all
Americans. | look forward to exploring even further the
obstacles to new medical countermeasures at our Subcommittee
hearing this afternoon. My goal, quite simply, is to improve
the current development system so it can produce more
countermeasures, produce better cutting edge countermeasures,
and produce countermeasures for the public faster. | am
reminded that this is step one, that step two is the

reauthorization that will need to happen on the bioterrorism
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bill that truly does address hospital preparedness, mass care,
remediation, issues that | believe ...
[END OF TAPE TWO, SIDE A; START OF TAPE TWO, SIDE B]

Senator Burr: ... daunting to try to incorporate in a
biodefense bill, but are absolutely as necessary to the answer
of how we have a comprehensive response to a very real threat
that exists to the United States of America, but more
importantly to the world today.

With that, | once again thank you for the opportunity to
be here, and | would be more than happy to entertain any
guestions that you might have. [APPLAUSE.]

Senator Burr: Yes, sir?

Gerald Epstein: Mr. Chairman, I'm Gerald Epstein at the
Center for Strategic and International Studies. | note that
your subcommittee name, Bioterrorism and Public Health
Preparedness, indicates two different aspects of one problem.
This conference is talking about bioterrorism and emerging
infectious disease, two aspects of one problem. And some of
our earlier speakers, however, have talked about the importance
of boundaries and distinctions, jurisdictions, and
delineations. And I'm wondering how we can really make
progress on this unified problem when we have a system in which
it is the federal government’s responsibility to protect me

from armed attack, but it is no government’s responsibility to
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protect me from disease. If I'm above a certain income and
below a certain age, that is not a governmental function. It's
my employer, if I'm lucky, or my bank account if 'm not. And
we talked about if the federal government does actually get to
address the H5 and 1 (phonetic sp.) pandemic threat, then we
will have stepped up to that public health issue. But that
leaves H1 and 2 or the next flavor of ‘flu as not a federal
responsibility. And I’'m wondering do we really have to -- and
maybe this is a question | should address to the next speaker,
your distinguished colleague from New York. But this issues
really does force us to make some deep thinking about how we
deliver health care in this country.

Senator Burr: Well, | won'’t in any way suggest you
shouldn’t ask her the same question. [LAUGHTER].

Senator Burr: And you may in fact be asking the wrong
person a jurisdictional issue. | come off the Energy and
Commerce Committee on the House, and John Dingell taught me
very early on, even though | was from the other party, when
people was what the jurisdiction is, always have a globe of the
world in your office. [LAUGHTER].

Senator Burr: So we had no limitations and my
expectations being in the Senate is you're only challenged by
how you craft a bill as to where your limitations exist or

don’t exist on jurisdiction.
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| think you're right. | think that the U.S. government
does have a responsibility to attack. | think you're also
right in the fact that we need to rethink health care at all
levels and to have a healthy debate. Health care is the number
one crisis in this country. And we’re asked to try to address
what we do to prepare for the threats of chemical bioterrorism,
bionuclear threat today. We do that into a system that needs
to be structurally changed, and | openly admit that. But |
think this is also going to be government’s responsibility to
drive the debate on where healthcare goes and what it looks
like in the future it will not happen naturally. If it would
have, it would have already changed by now. So | see our U.S.
government responsibility there, too. That is not to suggest
that I'm a proponent for the U.S. government taking over the
healthcare system. Yes, sir?

Male Voice: There’s been a lot of focus, and rightfully
so, | think on infectious diseases and health issues. But let
me pose a couple of other concerns that | think your committee
ought to address. And that’s bioterrorism with respect to
agriculture and livestock. | think plants and animals also are
susceptible to pathogens and the enormous economic impact of
some of those pathogens on destroying certain agricultural

commodities or livestock are equally important. So | would
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just urge that your committee address those very, very
carefully.

Senator Burr: | would encourage you not to take the one
(indiscernible) that | devoted to agriculture and food safety
and walk away with the belief that proportionately that’s the
amount of our attention it gets. It becomes a bigger piece of
what we’re looking at every single day that we move forward in
the subcommittee. Again, we fight the jurisdictional issue
that was just raised about where the jurisdiction of our
committee starts and where it stops, and clearly agriculture is
not an area. But I think you would be shocked if you knew the
support we had from the committees that have the true
jurisdiction that are saying, go ahead and do our piece.

You're in a perfect place to do it, so what turned out to be
something that reflects bills that have been introduced that
deal with medical countermeasures, | can tell you that the
scope of what we envision and finally ending up with does
include food safety. It includes the agricultural piece. It
includes, to a large degree, redefining the role of public
health in America. And | would tell you that that's probably a
monumental task in itself. But I’'m not sure that we can
address the other successfully without doing that piece as

well. Yes, sir?
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Male Voice: You mentioned jurisdiction twice, so you're
one of perhaps eight committees that have jurisdiction over the
full range of subject matters. We mentioned agriculture,
Finance Committee for tax, the Judiciary Committee for patents,
perhaps Banking for vaccine accounting issues, Homeland
Security for command and control issues, perhaps Foreign
Relations dealing with distribution of countermeasures. Do you
think you have a commitment from the leadership, Senator Frist,
to bring together all the committees because that’s really the
way you get a comprehensive bill?

Senator Burr: Chuck, you raise a great question, and
you’'ve got more experience at maneuvering through the
jurisdictional battles of the United States Senate than | do.

I’m going to be more like a bull in a China store. | think if,

in fact, we're thorough enough in what we present, then the
challenge will be for those other committees to display the

same level of education to tackle it. In the absence of that,

| think the leadership will give us the jurisdiction. We can’t
accomplish something of this magnitude and complexity without
bipartisan support, whether that's Senator Lieberman, Senator
Kennedy, it means Chairman Enzi. There’s nobody to get trolled
(phonetic sp.) in this process. | think at the end of the day

| can assure you this will probably be one of the most

transparent processes you have seen on Capitol Hill.
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Our attempt is not to create winners and losers. ltis to
create winners across the board. And the winners are the
American people have a higher level of security because of the
refinement of a biodefense bill. Yes, ma’am?

Female Voice: This will be the last question.

Deanne Davis: Deanne Davis with the Washington Examiner

In the bill that you’re describing, can you elaborate on
liability provisions, how they’ll be contained, how they’ll be
shaped, and where you stand on the progress on that?

Senator Burr: No, ma’am. [LAUGHTER].

Deanne Davis: Liability addressed in the bill.

Senator Burr: Let me address it in a broad sense with no
specifics because | can honestly tell you that | don’t know
what that provision should be today. Clearly Senator Hatch and
Senator Lieberman believe that there should be extensions on
patents that might encourage a more robust participation. They
could very well be right. Some believe that liability
precludes companies from participating because of the exposure
that they fear may be there, and clearly as the history of
vaccines has proven is there. They may be right as well.

| would tell you that there’s a new issue that I'm focused
on very heavily right now, and that’s a lack of understanding
of the procurement process at the end of the road. My concern

today is that may play a greater role in the lack of robust
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participation than the other two. It's not to say that the

other two don’t have to be addressed. | think what we’re going
to find is a blend of all that it takes to get the level of
participation that we think we need from all areas of the
research and development bench that it's going to take for us
to successfully address the threats that are out there.

So, yes, | believe liability is going to play a part.

Patent extension may play a part. It may be constructed
differently and designed differently than what is on the table
today. But the only way that I'll ever get a piece of
legislation like that through is if | can convince everybody
that the balance that we've chosen is, in fact, the correct
one. And so that’s the task that’s before us.

Judy Fader: When you talk about procurement, are you
talking about the accounting regulations or some other aspect
of procurement?

Senator Burr: I'm talking about the ability for a company
to have some certainty of understanding of what at the end of
the process, what the government’'s commitment to purchase
product is and how it works. And to some degree it gets back
to what Chuck raised out the banking jurisdiction that exists
there. Who would have ever thought in the children’s vaccine
program that Sarbanes-Oxley was drastically changed based upon

an accounting interpretation of what happens when a company no
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longer ships out product that’s sold, that they can’t claim it

as revenue, even though the federal government has paid them.
And not only can they not claim it as revenue, they have to

list as a liability because it’s still in their inventory, even

though they don’t own it. Sarbanes-Oxley has created an animal
that we don’t understand fully how, one, it affects children’s
vaccine program, but, two, we should be very cautious as we
move forward about how Sarbanes-Oxley and the accounting
decisions are going to affect anything that we do in the
biodefense bill as it relates to what we expect companies to do
and how they inventory product, but more importantly how they
accurately account for the activities that happen in their
businesses.

Once again, | want to thank you for the gracious
opportunity to be here and to encourage you to stay engaged in
this process in every way that you can. It's important to all
of us. Thank you very much. [APPLAUSE.]

Judy Fader: Now | have another pleasure to introduce the
Honorable Hillary Clinton, Senator from New York. I’'m not
going to do another plug from my excellent students, except to
say that having had the privilege of having Senator Clinton as
a boss, | wish all my students could be so lucky.

Senator Clinton, as a member of both the Committee on

Armed Services and the Committee on Health, Education, Labor,
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and Pension represents in her person and her Senate
responsibilities two of the many jurisdictions we’ve just been
discussing, and consequently brings to this subject these two
critical perspectives. Further, she is leading the Senate and
the nation in an effort to bring 21st Century health
information technology to our nation’s health and public health
system, creating the fundamental foundation for both
biosecurity and effective, efficient delivery of health care to
all Americans.

Senator Clinton, thank you for your leadership, and it is
a pleasure to have you with us this afternoon.

Senator Clinton: Thank you. [APPLAUSE.]

Senator Clinton: Thank you very much, Judy. Thank you
for your long service on behalf of improving health. And it is
a little bit disconcerting to be in this beautiful room in one
of the most beautiful buildings in our country talking about
such a sober topic as we’re addressing today. | feel somewhat
sad, | guess is the best description, that we’re still talking
about that, and that we haven’t done more in the last three and
a half years to deal with the clear challenge posed by the
title of this symposium, “Preparing for the Inevitable:
Bioterrorism and Emerging Infectious Diseases.” Butitis
important that we keep trying, and | thank all of you for being

here to discuss the intersection of security and public health.
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As Judy said, | serve on both the Senate Armed Services
Committee and the committee with jurisdiction over health. And
I've had the opportunity to view and work on this issue from a
number of perspectives. | appreciate my colleague, Senator
Burr, who is now chairing the important subcommittee on our
health committee dealing with bioterrorism and public health
preparedness.

| know that there is far too little communication among
the various sectors in our government and our society who need
to be responsible for our preparation, for the strategies and
tactics that we employ in both preventing and responding to any
attack.

If we look at where we are now, we know we need a
multilevel response, obviously among government agencies, among
all levels of government, between the public/private sectors,
as well as the not for profit sector, and throughout the world,
because the threats, as you know so well, are all too real. We
know now that in the late 1990s, Al-Qaeda trained its members
to produce biological agents, and had plans to develop a
delivery device with which to weaponize these agents. So we
could not be speaking about a more timely topic. But let's
start with the basic need to improve coordination within the
federal government and between the federal, state, and local

governments.
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We've already experienced one bioterror incident in the
United States when a still unidentified source sent Anthrax
through the mail. Now those attacks were directed at
colleagues of mine in the Senate and at several news
organizations, but their consequences were felt throughout the
country. The 2001 Anthrax attacks caused several deaths,
including one of a hospital employee from the Bronx, and caused
severe economic harm. They also struck fear in the hearts of
millions of Americans. In New York, we’ve tried to marshal our
public health system to respond to the threats we face with
some success. Both the Rand Corporation and the Trust for
America’s Health have cited New York City’s reporting
mechanisms, including syndromic surveillance and electronic
laboratory result reporting, as models that could be used
around the country. But despite the spotty progress that we
can point to in New York and elsewhere, we still do not have
the overall capability to respond to an attack as recent
various simulation exercises and bioterror scares in both the
Senate and the Pentagon have shown us.

In January of this year, for example, the Atlantic Storm
exercise gathered together former and current high level
government officials from the United States and Europe to role
play a scenario in which a weaponized version of smallpox was

released on a global scale. Participants had the unenviable
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task of deciding how to deploy our scarce biodefense resources
internationally -- in short, how to vaccinate three billion

people against a high contagious, often lethal, disease. The
results were not encouraging. And as a result of that

exercise, we have once again been reminded of how inadequate
our preparation and coordination is within our country and with
allies around the world.

Now we’ve passed legislation, and that is a start. We
passed the Bioterrorism Act of 2002, Project Bio Shield in
2004, both of which will help us development treatments and
vaccines for threatening agents, such as smallpox. But we
clearly have to go further than just passing legislation. And
we can by not only looking at this legislation, but having a
24/7 commitment with somebody in charge. One of the points |
want to leave with you is nobody is. We need to ensure that if
a bioterror attack is launched, our health delivery system is
prepared to handle the outbreak as a matter of health care and
national security. It's important to improve the health
infrastructure and to develop countermeasures and a delivery
system to get treatment to the public as quickly as possible.
We are not making the investments in public health preparedness
that are required for the scale of the threat that we face.

We are also not addressing the security needs to try to

prevent such attacks in the first place. Former CIA director,
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John Deutsche, testified before Congress last month that
despite many warnings and some progress by the many government
agencies involved, our territory, citizens, agriculture, and
livestock remain unacceptably vulnerable to a catastrophic
biological agent attack.

Now prevention is largely the responsibility of the
intelligence and military communities and the law enforcement
communities charged with protecting our national and homeland
security. And | know that in the past the intelligence
community has not always been prepared to deal with such
threats. As a March 2005 report of the Commission on
Intelligence Capabilities noted, bioterror threats were often
considered secondary to nuclear threats because terrorists were
thought to lack the capability to produce or adequately deploy
biological threats. And many thought that we could address any
bioterror threat with a threatened nuclear response against a
rogue government. However, as we all know too well, our
greatest threats no longer come from rogue states, but from
individual cells and groups with minimal technical knowledge
and a small investment of resources that can launch a
bioterrorist attack on us.

Even if the United States is not the target of such an
attack, our nation is still threatened by the prospect of

attacks being unleashed on other nations. Globalization means
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that none of us is isolated. A person can get from one side of
the globe to another in a matter of hours. That creates not
only enormous opportunities to spread disease, but even to
create carriers who are intentionally spreading diseases.

The scale of the risk is enormous. Over 4,000 cases of
SARS, half the cases in the epidemic, were traced to one
individual’'s single night stay in a Hong Kong hotel.

Detecting bioterror threats poses a particular challenge
to the intelligence community, and traditional weapons
analysis, the presence of substances like highly enriched
uranium, serves as evidence of weapons programs. But itis
decidedly more difficult to discern whether a biolaboratory is
being used for research purposes or to create weaponized
diseases. Rapid advances in the medical field are also
creating challenges for the intelligence community, which is
desperately trying to keep up with scientific advancement.
Breakthroughs in areas like genetics not only have the
possibility to revolutionize the way we treat diseases, but
also the way terrorists weaponize biological agents. An
official with the CIA’s counterproliferation division said in
December 2004, “We don’t know more about the biological weapons
threat than we did five years ago, and five years from now we

will know even less.”
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It's important to bear | mind that manmade bioterror
threats are just half of our security challenge. Naturally
occurring epidemics also have the potential to kill millions of
people and undermine our economy. Military and intelligence
analysts are well versed in the security implications of a
disease like HIV-AIDS, which has devastated entire countries,
destabilized civil societies, and created a pool of orphans,
who can be recruited as child soldiers or into terrorist
movements.

We need to model the ways the naturally occurring
pandemics like Avian influenza, can also wreak havoc upon our
public health, political, and security systems within a
relatively short period of time. And when we develop such
analyses and when we uncover information about potential
terrorist threats, we need to do a better job of sharing this
vital security information with both the public health
community and with state and local authorities. Biodefense
agencies are housed at over a dozen agencies, from the CIA to
the Environmental Protection Agency. In the absence of
effective coordination, our scarce anti-bioterror resources are
not being utilized effectively. We especially need to develop
a reliable, effective mechanism for communicating threats from

the federal to the local level to assist, for example, what
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county health departments may be facing if there is a threat
that they’re going to encounter.

| know that there have been some concerns about state
bioterror funding and the way that such monies are being used
in a public health infrastructure that is itself woefully
underfunded. But if state and local entities had a better
sense of the threats they face and if there was more federal
direction about how that money should be spent, they could
better prepared for identification, treatment, and containment
on the front lines. When our first responders do not have the
information they need to respond effectively, a small targeted
attack could easily explode into an unmanageable epidemic.

Health information technology offers us a powerful tool in
helping to make advances in this area. We need to develop an
interoperable health IT infrastructure that will allow public
health and national security workers to share information and
surveillance data so we can better identify outbreaks when they
happen, alert health providers in time to save lives, and have
providers standing by with the knowledge and training they need
to deal with such attacks.

A bill that I will introduce soon with Senator Frist will
address this need by authorizing the development of an
interoperable health IT infrastructure that includes as one of

its fundamental purposes the ability to detect and respond to
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public health threats, including bioterror events and
infectious disease outbreaks.

A May 2003 government accountability office report noted
that across the six key agencies engaged in bioterror
preparedness, there were a total of 70 information technology
systems in use or planned for use without any formal
coordination to ensure that the information collected by one
system can be communicated efficiently to another system. A
December 2004 report from the Trust for America’s Health
reports that two-thirds of our states do not electronically
track outbreak information using national standards. And many
of them rely on phone or fax lines to do the reporting.

Unfortunately we know that phone and fax lines can fail.
In emergencies when everyone will be calling a hospital or
health department trying to get more information, we cannot
rely on those methods to get what is needed to respond. Phone
and fax reporting mechanisms also delay response times and
require additional use of scarce public health resources for
administrative tasks, like data entry. We need to have a more
secure form of technology and interoperable system that can
transmit real time data to all relevant agencies so that they
have the tools necessary to perform a rapid, accurate, and
thorough analysis of the threat. We also need to ensure that

information flows both ways so that it’s not just state and
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local health departments reporting to the federal government,
but the federal government releasing information about
outbreaks -- the best way to treat them, the latest case totals
and containment methods.

With effective two-way communication, which sounds so
obvious that it's almost embarrassing to talk about it, our
state and local health departments will be able to take the
best possible prevention and treatment measures by getting
information to the people who can spread the message in the
community -- the police, the elected officials, the trusted
doctors, the hospital administrators -- we can forestall some
of the panic and anxiety that will occur.

Earlier this year when the Pentagon suffered a potential
Anthrax attack, state and local health departments were not
immediately notified, and local resources were not used to
confirm the potential exposure. Had it been an actual Anthrax
attack, these delays could have seriously compromised our
ability to respond.

In addition to improving the public health reporting
infrastructure, we need to explore the use of new technologies
to improve our surveillance capabilities in the vein of World
Health Organization’s use of mapping software and NASA
satellites in their surveillance and detection efforts, and

that, too, will require improved coordination among federal
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agencies and between the federal government, state, and local
governments. We must develop a unified structure and plan for
dealing with the bioterror threat rather than continuing this
fragmented approach. Now President Eisenhower built the
interstate highway system during the Cold War as a mechanism to
be prepared in the event of an attack from the Soviet Union.

It was thought that people would be able to move quickly from
one place to other, that supplies and troops would be able to
use the interstate highway system. Well, we need to build up
our interstate and international public health system to

protect us from bioterror threats. And what I’'m saying about
bioterror threats can be equally applied to radiological and
chemical threats as well. And just as the benefits of the
interstate highway system extended beyond national security
interests, so will an enhanced, well-coordinated, and
interoperable bioterror response system reap rewards for the
overall health care system.

Now like everyone in this room, | hope and pray we never
experience another bioterror attack. And I, along with my
colleagues, will be working to do what we can at the
legislative level to try to make that a reality. But | worry
that we don’t have the appropriate focus or discipline to
address this threat. If it's an inevitable threat in the eyes

of many experts, as | know many of you believe, then the sad
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reality is we are not prepared. A few years ago after
September 11th, my friend, Dr. Irwin Redliner (phonetic sp.),
and | went on a kind of tour of New York talking about
bioterrorism and talking about the need for local communities

to be thinking about what they needed to do. And we went to
Brooklyn, and we went to Syracuse, we went to a few other
places. And there was a great eagerness to know what people
were supposed to do. Doctors, and nurses, and hospital
administrators, and national guard, and law enforcement people
came to the forums that Irwin and | held. We could go back and
do those forums again today, and there would be some progress,
but inadequate to the task we face.

I've worried a lot about this because | don't really
understand it. | don’t understand why we don’t have the
equivalent of a Manhattan Project for defensive purposes, and
that we're not utilizing the best and the brightest to help us
be as prepared as possible. And | have to add to my concern
the fact that the current budget we’re considering cuts money
for research and science. At the very moment when we probably
need to incentivize the scientific enterprise as greatly as we
did after Sputnik, we are cutting funding, and we’re making
some very short-sighted decisions. I'll just end with one

because it's particularly troubling to me.

107



In addition to cutting the National Science Foundation,
National Institutes of Health, so many of the scientific
enterprises, many of you know that for many years now, DARPA,
the Defense and Research Project Agency within DoD, has
conducted both applied research and has carried out university
partnerships. And a lot of basic, pure science has been done
with no end in sight, no definite goal. And out of that
wonderful public/private intellectual partnership came the
Internet, came the microprocessor, have come so many of the
ideas, the inventions, the creativity, the intellectual capital
that has changed the world we live in.

The Administration has decided to shift most of the
funding away from those university partnerships into basically
applied research. And we have some serious problems. What are
we going to do about improvised explosive devices that are
killing our young men and women in Iraq and Iraqis? We should
definitely be on the fastest possible track to figure out how
to jam the signals, how to detect and defend against, but not
at the expense of doing what needs to be done in this area of
really funding thinking, funding scientific experimentation,
funding the most brilliant minds in our country to think about
what we should be doing. And much of what we are not doing is

because of the deficit.
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And so let me just end on a political note because we
can't pretend that these are not decisions that are being made
or not being made. We have a very large deficit, and that
large deficit is squeezing money that should be going to
homeland security, should be going to scientific research,
should be going to the preparation and the planning. We should
be looking at our hospital capacity and figuring out what we
need for surge capacity. We should be making sure every public
health department in America had up to date electronic
communication systems. We should be putting in place a better
electronic surveillance system that can report and pick up
information.

We know what needs to be done, but it requires resources,
and resources are being squeezed because of the large deficit
we're in. And | think it's a very sad case of misplaced
priorities. And we are going to need a much more vigorous
response from the public, from those in the public and private
health sectors, from the academic community, from people who
have studied these issues, understand what it is we're up
against.

Irwin, in his position at the Melman School of Public
Health at Columbia, commissioned a survey, and he and unveiled
the results of the survey about two years ago now. And it was

a nationwide survey asking people -- this is two years after
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September 11th -- asking people if they thought we were better
prepared, if they would believe what they were told by the
government about attacks or threats. And this was after we’'d
had red lights, and green lights, and orange lights, and yellow
lights, and one person saying one thing and somebody else
saying something else. And the result of the survey was that
people did not think we were well prepared, and they didn’t
know who to believe. They didn’t know if they would follow
directions if they were given directions because they weren’t
sure what the basis of it was.

So in addition to everything else we need to do to get the
systems up and going, we still have a considerable public
education campaign. We need to enlist the eyes, and the ears,
and the noses, and the feelings, and the experiences of the
American public so that they, too, are part of our first line
of defense. So I'm hoping that we will see some progress, but
| think we’ve got to make sure that we have a lot of voices out
there encouraging that progress and trying to hold elected
leaders at all levels of government accountable for what we
have not yet done, because none of us want to believe that this
threat is inevitable. We want to believe that we can prevent
it, deter it, defend against it because we’re well prepared.

Thank you all very much. [APPLAUSE.]
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Senator Clinton: | think I've got time maybe for one
guestion, Cynthia, maybe one question because I've got to run
to another engagement.

Chris Malonson: My name is Chris Malonson (phonetic sp.)
with Applied Biosystems, and | actually have many of the bright
minds that you refer to at my company, who enabled human genome
project, who are now ready to respond to this national need. |
posed the question earlier to Senator Lieberman about cross-
agency standards, so the agencies that set the requirements for
my research and development teams. And | wondered how | can
get those agencies to work together in establishing standards.
His response was, someone needs to be in charge, and you have
highlighted that need again today. My question to you is, who
should be in charge? Who should be driving those cross-agency
standards so that | can start to focus on those areas?

Senator Clinton: Well, I think that you could put the
entity, the person, in charge in a couple of different places.
Probably the two most obvious choices are the Department of
Homeland Security or Health and Human Services. And it’'s not
so much where it is or who it is than it be somebody. And for
some people on the Hill, standards are not an attractive idea,
that they don’t want the government setting standards. | don't
see how you do this unless they’re standards. And that’'s what

| don’t get. And it's the same with health information
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technology. We’re putting forth legislation that will drive a
process that at least has a framework for standards so that why
should everybody go off and spend hundreds of millions of
dollars building systems that can’t talk to each other? And
we’re doing it inside the government and outside the
government. So it’s a Tower of Babel; it makes no sense at
all.

So I think that the White House to make this decision.
And I just don’t understand why this is such a difficult
decision to make. Somebody must be in charge. There has to be
some entity, some agency and ultimately some person that we all

look to and that is responsible, working across the government.
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And a lot of our rules in the government need to be
changed. We've had a horrible time computerizing the FBI, for
example. And some of it is because we have frankly rules that
are no longer applicable. They’re not current. They’re of the
past. We need to look at new procurement rules, new rules for
using consultants, new rules for trying to drive a quality
process, more like the private sector, but with checks and
balances so that we don't go off the ledge and have something
that is unaffordable and doesn’t work, so it's that balancing
act.

Who the person in the United States government is that is
responsible for defending and preventing bioterror is named,
we’re going to continue to have a bunch of different people
working on this without an any real coordination, and I think
that’s a lot of lost time and opportunity. So | hope it'll
happen. Maybe all of you could write a letter, do a petition,
do something just trying to say, we’re in this field, we care
about this, we need to know who do we look to? Who's
responsible? Who's in charge? If I'm going to make an
investment in area of research, if I'm going to hire somebody,
if ’'m going to maybe invest in some new level of computational
ability, am | doing the right thing? | need to know where’s the
framework. So maybe that’ll get somebody’s attention.

Thank you all very much. [APPLAUSE.]
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Ambassador Schneider: I'll just a couple of minutes to
conclude, first, by thanking all of the speakers. They're not
all here, but | hope some of you will percolate it back to them.
| don’t know about you, but | feel very lucky to have heard all
these extraordinary talks this morning, and | want especially to
thank the panelists. Thank you for being understanding about
the time and for managing to fit an incredible amount of
information into a short period of time.

| also want to thank those behind the scenes who helped to
make this possible: Amani Negesh (phonetic sp.) and Josh
Warsing (phonetic sp.) of the House Homeland Security Committee;
Andrea Palm (phonetic sp.) with Senator Clinton; Bob Cadlick
(phonetic sp.) with Senator Burr. | want to particularly
mention the Center for Biosecurity at the University of
Pittsburgh and the many people there who helped me, and Tara
O'Toole was extremely helpful thinking this out all along the
way. But | want to also mention Tom Englesby (phonetic sp.),
Molly Desopo (phonetic sp.), Jackie Fox, B.J. Ivey. |
appreciate the help so much. From Virginia Tech, | want to
thank Jim Boland, Denise Ordinen (phonetic sp.), Barbara
McColley (phonetic sp.), also Judy Fader, Rosemary Dorida
(phonetic sp.). At the Public Policy Institute at Georgetown,
Emily Mogenom (phonetic sp.), Lindsay Holloman, and my

assistant, Bryant Schubert, who many of you have been in touch
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with. Also Christy Beckwith and Brian Olivi (phonetic sp.) at
the Library of Congress.

I think we’ve had a few common themes that we can actually
take away from today. We’ve heard over and over again about the
importance of health IT and systems that need each other, that
work together. That’s a message we can take out of here.
Another message that’s come over and over again is the
importance of working out this public/private partnership,
finding the right kind of incentives, not just saying we’ve done
it, but finding the right kind of incentives, and that’s going
to be, for some people, maybe not coming so naturally, but
finding the right kind of incentives to really engage the best
minds in the private sector in this endeavor.

We’ve also heard about the disconnect between the systems
both within agencies and also federal, state, and local, and the
need for really practical assignments of responsibilities in a
way that will work.

I want to let all of you know we will be in touch with you.
We are going to post the proceedings, both the transcripts and
the live stream, on both the GPPI website and my Life Science
and Society Initiative website. It will also be posted on
Science Network. If you have already responded to the
biosecurity conference at georgetown.edu, then we know your

information. If you have not, would you please either, or maybe
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both just so you don't slip through the cracks, leave a card in
the basket outside. And then after the meeting, just send an e-

mail to biosecurityconference@georgetown.edu, and then we’'ll

have you in our grasp, and we will send you information when
this is posted. And we will also send, once we’ve collected all
of the information about everyone who is here, we’ll send
information about who was here. If you object to that, having
your e-mail given out, let us know. Otherwise, we will do that.
Now I'd like to conclude, | always like to do this. | also
do cultural diplomacy, and the great thing about these two
things, science and cultural diplomacy, is you can always begin
or end with Thomas Jefferson. So | try to begin or end with him
no matter what I'm doing. And once again he hasn't failed me.
He wrote something that goes, I think, right to the heart of
what we’ve been talking about today, the intersection of science
and politics. He wrote in 1809 in a letter to Pierre Samuel
Dupont du Nemours, “Nature intended me for the tranquil pursuits
of science by rendering them my supreme delight. But the
enormities of the times in which | live have forced me to take
part in resisting them, and to commit myself on the boisterous
ocean of political passions.” Well, | think Washington’s been
pretty inundated by the boisterous ocean of political passions
lately. But let’'s hope that with regard to the issues that

we’ve been talking about today -- bioterrorism and infectious
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disease -- those oceans don't flood the field so that we don’t
get anything done, and that we can continue to work together,
Republican and Democrat, scientist and policy maker, and
businessman, and academic, not only to fortify ourselves against
a potential attack, but also to improve the quality and efficacy
of health care in the process.

Thank you very much.

[APPLAUSE.]

[END OF TAPE TWO SIDE B; END OF SESSION.]
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