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PROCEEDTINGS

(8:05 a.m.)

CHAIRPERSON KASPER: Good morning. My
name 1is Dennis Kasper, and I'm the Chair of this
committee.

I'd like to welcome you all to the first
meeting of the National Science Advisory Board for
Biosecurity, and Dr. Elias Zerhouni will give some
opening remarks. Dr. Zerhouni.

DR. ZERHOUNI: Thank vyou, Dennis. I
appreciate it.

Good morning, everybody. I'm Elias
Zerhouni, the Director of the National Institutes of
Health, and I'm really pleased to be here today to
launch what I think 1s a key component of the
administration's biosecurity initiatives in the 1life
sciences.

As you know, the U.S. government created
the board to provide advice, guidance, and leadership
regarding biological research that has the potential
for misuse and could pose a biological threat to the

public health or national security. Clearly, this is
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an issue that is novel in the field of science, in
biology, 1in particular, in the life sciences, 1in
particular, where dual use is of concern both from the
standpoint of biosecurity, but also from the
standpoint of free dissemination of useful information
to the public.

I had the privilege of being involved in
the establishment of the NSABB and the many trans-
government discussions that preceded the government-
wide collaboration to establish the Board. And I am
really pleased to be here to help launch the work of
this very important committee.

I think you members of this committee know
that the Dbenefits of scientific discovery and
innovation, of global collaboration, of the exchange
of ideas across borders are endless, and if you look
at the international scientific community's rapid
efforts to identify and sequence the SARS pathogen in
less than a month, it was in record time, using all of
the available technologies known to all of us and
sharing across borders the knowledge that was being

acquired partly in China, partly at the World Health
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Organization, CDC, NIH.

We can see the power of the ability to
disseminate relevant information on a timely basis.
There's no doubt that the dissemination of information
and Dbiosecurity measures for controlling avian
influenza among poultry flocks today is another
example of why we need free, rapid dissemination of
information so we can act on it.

The collaboration, for example, that
enabled the polymerase chain reaction to identify the
fungal infection soybean rust in soybean crops is
another example where there is a public good that was
achieved.

Or the international efforts that led to
the sequencing of the human genome, there's no doubt
that scientific advances stem from this long-term and
sustained investment in basic and applied research
across many government agencies, from the free
exchange of scientific ideas, and across the world.

Research programs are aimed primarily at
extending our knowledge of the human body and the

multitude of organisms with which humans interact and
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depend, and from this research, we can gain all the
tools, diagnostic and therapeutic tools, that we may
need.

So how does the NSABB fit into this
picture, and why is it being established now?

I think there is no doubt that our
progress in fundamental science for the benefit of
mankind has also created tools that have incredible
capabilities for mischief. Because of the advances in
recombinant DNA research, in molecular Dbiology,
genetics, and other life science disciplines, we have
come to the root, the real root, of life systems and
biological systems. And there is no doubt that over
the past 30 vyears, from the day recombinant DNA
technology became available to us; concerns have been
expressed about the potential misuse of these
technologies.

And as we go forward, we have an
increasing ability to routinely alter ©biological
systems, obviously to explore the molecular mechanisms
of human, animal, and plant health and disease. Yet

it 1s an unfortunate fact of life that there could be
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individuals out there who would use these very
technologies and discoveries towards more sinister
ends to terrorize nations and threaten public health.

Accordingly, despite the admirable goals
and intentions underlying 1life sciences research
conducted to enhance the quality of 1lives, concerns
have been raised that this information could also be
misused, and because of that, the Department of Health
and Human Services and the National Institutes of
Health were asked to be the home for this committee.

We have greatly expanded our biodefense
programs as well at NIH to be able to develop the
countermeasures necessary against bioterrorism. But
at the same time, this threat could not be tackled
unless we had a complete engagement of all the
components of society that are necessary to provide
the wisdom for the country and that will be necessary
for us to find the very subtle borders between good
use and misuse of these technologies.

I think there's no doubt that the spectrum
of responses that one could adopt in the context of

threats 1like this has to be carefully measured. Our
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response to these threats must be doing more good than
harm. Response to these threats has the potential of
doing more harm than good. And our nation's response,
we stress, 1is necessarily a response that has to be
coordinated and measured, but also enlightened by
evidence, provided through the common wisdom of groups
of citizens like yourself with the expertise and with
the common sense that needs to be brought in to
provide guidance to the rest of the country in the
context of providing a safe harbor for good research
and an unsafe harbor for research practices that may,
in fact, threaten us.

So the term "dual use research" has been
coined to refer to this biological research that has
legitimate scientific purpose but may be misused to
pose a threat to public health and our national
security.

That concept could apply to many types of
other research, but the specific criteria for
identifying dual use research are yvet to be defined,
and we're counting on you to help us do that, and this

is clearly one of the first issues that the Board will
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have to consider.

It dis important to bear 1in mind that
scientific intent distinguishes dual use research from
other types of research that can Dbe wused for
malevolent purposes. The objective of dual wuse
research is to benefit life and human health, and the
work 1is undertaken for legitimate scientific purposes
rather than deliberately caused damage.

The creation of this Board is a
government-wide effort to address this very
significant and important biosecurity concern in the
life sciences. This will be a significant challenge
for you, members of the committee. I think many of
the decisions you will make will be very public. I
think the rationale and the process by which you reach
those decisions will be scrutinized as much as the
decisions themselves.

We want to adopt a very open and public
process to the extent that we can without jeopardizing
security. Because it is the sharing of information,
materials and technologies that has been the

foundation for progress in the life sciences, notably
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the participating departments and agencies that are
involved in such activities are all committed to
striking a balance between the needs of scientific
progress and Dbiosecurity, and this Dbalance is
reflected in the fact that the Board has been charged
with recommending a set of guidelines and with
promoting a culture of responsibility.

Let me stop here because there is no set
of guidelines that vyou could develop that will be
successful at the end of the day. A culture of
responsibility is not established worldwide across the
community of scientists. Because at the end of the
day, 1t 1is my personal belief that the goal will be
achieved when a scientist himself or herself asks
themselves a question: could this be misused? What
do I need to do to protect that from happening?

That culture of responsibility is probably
the most difficult task all of us as 1leaders of
agencies, and all of you as members of this committee
are going to have to develop and find a way to get to.

This is why I was talking to Dr. Kasper

before the opening of the session, and I mentioned to
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him the fact that communications from this Board to
the scientific community are going to be an important
component, and the strategy for communicating, and the
strategy for involving the leaders and the opinion
makers in science across the world is something that
we'd like to hear from vyou about, and we're very
prepared; as the Director of this agency, we’'re very
prepared to support, in fact, the establishment of
such a culture, a very difficult task.

There 1is no doubt that existing laws and
regulations are already in place that speak to
critical aspects of Dbiosecurity for a particular
subset of research involving Select Agents. And these
have been enacted already, and these have for intent
the purpose of protecting the American public from the
misuse of these agents through acts of terrorism.

And in doing so, we have created a
framework of laws. The U.S.A. Patriot Act of 2001 was
the first one to address the use of certain highly
pathogenic biological agents by lab workers and
specifies who should be restricted from working with

these Select Agents.
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I think the Act also establishes personal
liability in certain cases for scientists engaged in
Select Agent work. I think it's clear that the
government 1is wusing the means that it has through
legislation to limit the risk of biosecurity, of the
direct use of a biosecurity threat.

The Public Health Security and
Bioterrorism Preparedness and Response Act of 2002 and
the Agricultural Bioterrorism Protection Act of 2002
updated the existing Select Agent rule by requiring
research facilities to register with CDC or USDA if
they possess, use or transfer Select Agents on the
list of Select Agents.

In addition, the Select Agent rules
require the development and implementation of safety
and security plans for institutions that work with
Select Agents. There's no doubt that these can help
address the critical physical biosecurity aspects
associated with certain pathogenic organisms while
still allowing the development of critical diagnostic
tools, medicines, and vaccines.

But this is not enough. Protecting our
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nation is going to have to be, in the context of
biosecurity, 1is going to have to be an ongoing and
dynamic process.

And I'd like to remind everyone that the
Recombinant DNA Advisory Committee of the NIH
established many, many years ago went through a
similar process of adaptation and evolution, and I
think this is why I think this Board needs to really
look at its work as a never finished work. Conditions
will change. Evolution will ©be necessary, and
hopefully you will evolve guidelines and rules and a
new culture of security faster than those who want to
misuse dual use research can evolve.

This is really the challenge. Rigidity is
probably not the best answer, but clearly, evidence
based, wisdom based, aggressive approaches to this
issue 1s something we need from you, and your advice
at this meeting, at these meetings 1s going to be
listened to. It will be critical.

Today's inaugural meeting will definitely
help strengthen our national biosecurity while

fostering essential 1life sciences. Your charge, as
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established, is to specifically advise the government
on this critical issue and to recommend strategies for
the efficient and effective oversight of federally
conducted or supported dual use biological research,
taking into consideration both national security
concerns, and the needs of the research community.

This is vyour official charge, ladies and
gentlemen.

The new policies and oversight practices
that result from the recommendations of the NSABB will
complement the existing critical biosecurity
initiatives and legislative framework I mentioned.

I want to, first of all, thank all of you
who participated in the conceptualization and
formation of the NSABB. I see many colleagues from
various government agencies, departments, and I want
to thank them because this was not an easy task to
come up with a recommendation for the president to
follow.

And I could 1like to commend the expert
members and ex officio members of the Board for

agreeing to serve on the NSABB. You have all been
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appointed to this important committee because of your
nationally recognized expertise in your field and in
your analytical and problem solving abilities. Dual
use dilemma is a dilemma. It is a public policy
challenge, and it is of extraordinary importance for
our society.

And we need your wisdom. We need vyour
good judgment. We need your help, and we need to find
the right balance, in a multi-parametric dimensional
problem because it is not just a scientific problem,
and this is one of the most difficult things we will
have to do, being not only scientists, but being
citizens of our great country.

So I would like to ask you at this point
to stand up and look towards me. I'm going to swear
in all of the members. You have received your charge,
and i1f you can just look towards me and stand up, I'd
like to ask all of you to raise your right hand and
repeat after me:

I do solemnly swear that I will support
and defend the Constitution of the United States

against all enemies, foreign and domestic. I will
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bear true faith and allegiance to the same, that I
take this obligation freely, without any mental
reservation or purpose of evasion, and I will well and
faithfully discharge the duties of the office upon
which I'm about to enter.

Thank you very much for your willingness
to serve the country. To all of you I would like to
bring the thanks of the Secretary of Health and Human
Services, the President, and all of the agencies and
departments of the government, and to thank you for
yvour willingness to serve the American people.

I really look forward to your
deliberations today and tomorrow and really look
forward to receiving your reports and recommendations
in the future. As Director of the NIH, I can tell you
that everything vyou will communicate to me will be
taken extremely seriously. We will diffuse that,
those guidelines and that information as effectively
as we can throughout the relevant entities of our
government and our stakeholders.

If you look at the world of science, you

realize that it is also a global world, and clearly,
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we will need to hear from you to be able to play our
role in the international scene.

We at NIH are proud to serve as the home
of the NSABB, and we clearly are looking forward to
serving you and supporting you in your very, Vvery
important deliberations. I was talking to the NSABB
Chair, Dr. Dennis Kasper, and I know he's ready. He's
already identified some of the hot topics, including
the ones that showed up in the press recently, and I
know that Dennis will be a great, able leader.

And I will now have him go into more
details about the meeting agenda and for the next two
days provide an overview of the responsibility of the
Board members.

Dennis, thank you very much.

CHAIRPERSON KASPER: Well, Dr. Zerhouni,
thank vyou wvery much for starting this meeting and
giving the charge to the committee. On behalf of the
committee, I will say that we accept your charge. I
think it's a very significant challenge that we have
ahead of us, but I think that my colleagues are up to

the task, and we're all willing to put in the work and
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effort that's needed to help define what needs to be
defined for the area of biosecurity.

I'd like to just start with introducing
myself just briefly, and then in a little while I'll
ask all of my colleagues to introduce themselves.

I'm professor of medicine and microbiology
and molecular genetics at Harvard Medical School. I'm
the Director of the Channing Laboratory at Brigham and
Women's Hospital in Boston, and I'm also the Director
of the New England Regional Center for Excellence in
Biodefense and Emerging Infectious Diseases.

My research interests are 1in microbial
immunity. I have a specific expertise in
carbohydrates, and I have a longstanding interest in
vaccines, particularly glycoconjugate vaccines and
immunomodulation.

The organisms I work with are Group B

Streptococcus, anaerobes, such as Bacteroides, and

more recently with the organism Francisella
tularensis, one of the agents of potential
bioterrorism.

So that just gives you a little insight
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into what my scientific expertise is about.

I'd like to welcome the Board members, the
ex officios, the public in attendance, as well as
those watching the proceedings by Webcast.

I Jjust want to go through some of the
logistics that will occur over the next two days
because there will be presentations on issues that
some of us may have considered in great depth; yet for
many others, these will be completely new topics.

We'll hear from speakers who represent a
broad range of expertise from academia to
biotechnology industry, the scientific publishing
industry, and the government on issues of biosecurity
and public health.

The varying perspectives of the speakers,
as well as those of the Board members serve as a great
resource from which we will all undoubtedly benefit.

I'd like to give a brief overview of the
agenda of the meeting. Board members should refer to
the agenda in your table folders. Today we will first
hear about the National Science Advisory Board for

Biosecurity, purpose, structure and operations.
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Subsequently, each member will have an
opportunity to briefly express their view on
biosecurity in the life sciences.

This afternoon we will have a session on
the development of criteria for identifying dual use
research and research results. This will be followed
by Dr. Anthony Fauci speaking on balancing biosecurity
and scientific progress, the need for a culture of
responsibility.

The second session for this afternoon will
be communication of dual use <research results,
methods, and technologies.

When we meet tomorrow, we will hear from
speakers on the topics of codes of conduct in the life
sciences, international perspectives on dual use
research, and the chemical synthesis of bacterial and
viral genomes.

Following each session there will be a
general discussion and dquestion period for Board
members and speakers. Throughout the meeting I think
we'll all need to bear in mind that a given topic or

term may have a different meaning to another
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individual based on their experience and point of
view. A typical example is the term "dual use," which
we are going to learn has many meanings depending on
your line of work and the mission of vyour
organization. Coming to common ground on this very
concept is of primary importance to NSARB.

At the end of each day, we will conclude
with an opportunity for public comment. In order to
provide public comment, you must have notified the
NSABB staff in advance or, if time permits, we will
allow those who have not registered to make a
statement.

If you have not already registered and
would 1like to give public comment, please contact a
staff member at the registration table.

My role as chair is to oversee the NSABB
and the conduct of our meetings. The NSABB has been
charged to advise, recommend on policy relevant to
particular issues related to biosecurity and public
health. We will hold regularly scheduled meetings.
However, the Secretary of the U.S. Department of

Health and Human Services, Mr. Mike Leavitt, has also
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asked us to convene special sessions 1if occasions
arise that would require NSABB deliberations and
guidance.

We have a significant set of tasks in
front of wus. In order to facilitate our work and
address current topics in a timely manner, we will be
forming working groups that will have specific areas
of focus. These will include groups on dual use
research, communications, codes of conduct,
international collaboration, and synthetic genomics.
These groups will be composed of regular and ex
officio Board members, as well as outside experts.
The groups are expected to confer between our
regularly scheduled meetings and to develop draft work
products for the Board, such as position papers in
collaboration with NSABB staff working at the NIH.

They will present their recommendations to
the entire Board. It will be the entire Board that
decides on any products that will be put forward to
Secretary Leavitt and his colleagues in other federal
departments and agencies.

It's important to emphasize that the
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entire Board will be involved in every decision, the
entire Board. As we begin exploring the issues
charged to the Board, I'd like to ask the members to
begin thinking about the working group in which you
would like to participate.

We will return to the task of forming the
groups as part of our closing session tomorrow.

Before the Board members introduce
themselves, please be aware that there are 45 minutes
for introductions, and we have 43 members. So let's
take a minute or so to introduce ourselves, our fields
of interest, experience serving on other federal
advisory committees, et cetera.

Please keep in mind that the session in
which we will have an opportunity to express our
perspectives on biosecurity and the life sciences is
coming up later in the agenda, and we can reserve
discussion of these issues until then.

Three Board members could not be with us
today. They are Anne Vidaver, Professor and Chair,
Department of Plant Pathology, University of Nebraska.

She'll be with us tomorrow.
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Dr. Claire Fraser, President and Director
of the Institute for Genomic Research.

And Dr. Tom Shenk, Professor in Life
Sciences, Department of Microbiology at Princeton.

The speakers this morning reinforce the
fact that much was expended of effort to select Board
members with a broad spectrum of knowledge and
proficiencies. As each  Board member briefly
introduces themselves, vyou will note the depth of
expertise and breadth of perspective represented on
NSABB.

I'd like the ex officios to mention how
the interest of their respective departments
coordinate with NSABB.

Later today, I will need to leave the
meeting temporarily. In my absence Dr. Paul Keim has
graciously agreed to serve as pro temp chair.

So we will begin the introduction with Dr.
Keim and work our way around the table. Paul.

DR. KEIM: Thank you, Dr. Kasper.

I am Paul Keim. I'm the Director of

Pathogen Genomics at the Translational Research
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Institute in Phoenix, Arizona. I also hold the Cowden
Endowed Chair in Microbiology at Northern Arizona
University. So I work in both a research institute as
well as in academia.

My research interests have been in
genomics for a very long time and how vyou detect
variation in genomes and how you translate that into
diagnostics and into forensic analysis. My laboratory
has been actively involved 1in investigating the
anthrax letter attacks and, in fact, still does today.

We face the question of dual use on a
regular basis in my laboratory and have to make
decisions both in the laboratory concerning what we
do. We have to base decisions on when we publish and
how we publish. At the same time, how do we move the
science forward in order to help this country?

So I'm looking forward to this opportunity
to work through these issues in the next coming years.

Thank you.

DR. ROTH: I'm Jim Roth. I'm a
veterinarian and a professor of immunology at Iowa

State University, College of Veterinary Medicine. My
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area of expertise is infectious diseases of cattle and
swine, and the first 20 years of my career, I worked
on domestic diseases and in the 1last four or five
yvears, 1I've been very interested in vaccine for
foreign animal diseases, which are a huge threat to
both public health and food security in the U.S.

I'm director of the Center for Food
Security and Public Health, which is a CDC specialty
center in veterinary medicine and zoonotic diseases.
I also served on the White House Office of Science and
Technology Policy Blue Ribbon Panel on Agriterrorism
Countermeasures and chaired the vaccine subcommittee.

DR. OSTERHOLM: I'm Mike Osterholm. I'm
the Director of the Center for Infectious Disease
Research and Policy at the University of Minnesota, as
well as the Associate Director of the National Center
for Food Protection and Defense, at the DHS Center of
Excellence and also at the University of Minnesota. I
have been there since 2001.

Prior to that time, I was at the Minnesota
Department of Health and served as the State

Epidemiologist for 25 years.
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In addition to that, I also have served as
a special advisor to Secretary Tommy Thompson from
2001 to 2004 in the areas of bioterrorism.

My background is basic infectious disease
epidemiology and public health preparedness, and I've
been involved in the area of bioterrorism dating back
to the early 1990's.

DR. LUMPKIN: I'm John Lumpkin. I'm
Senior Vice President of the Robert Wood Johnson
Foundation. Prior to coming to the Foundation, I was
Director of Public Health in the State of Illinois for
almost 13 vyears, and before that I practiced as an
emergency physician.

Prior to or actually up until January, I
also chaired the National Committee for Vital and
Health Statistics, Advisory Committee to the Secretary
on Health Information Policy.

DR. LEVY: My name 1is Stuart Levy, and I
am currently Professor of Molecular Biology,
Microbiology, and of Medicine at Tufts University,
School of Medicine, and I direct the Center for

Adaptation Genetics and Drug Resistance.
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My main interest has Dbeen antibiotic
resistance, a field that I've been interested in for
about 30 years. I co-founded the Alliance for Prudent
Use of Antibiotics. My work is both bench science and
public health. I've served as a consultant to the
World Health Organization, the FDA, and many other
government agencies, including NIH, and I'm pleased to
be here.

DR. FRANZ: My name is Dave Franz. I'm
the Senior Biological Scientist at the Midwest
Research Institute in Kansas City, and also serve as
the Director of the National Agricultural Biosecurity
Center in Kansas State University.

I had an Army career for 27 vyears. The
last 11 of that were at Fort Detrick at the U.S. Army
Medical Research Institute of Infectious Disease, and
I did serve on the Fink Committee that was involved in
the developments that led to this committee.

DR. ERLICK: My name is Barry Erlick. I
have a consulting group. I'm president of BJE
Associates. Prior to that I was advisor to the Deputy

Secretary, Secretary of Agriculture for Biosecurity.
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Previously I have spent 25 vyears in the
intelligence community dealing with specifically dual
use issues, primarily in the biological area, and this
has been a major concern for a quarter of a century at
least for me and even longer.

My background essentially is molecular
biology and virology, and I hope to bring some of this
expertise to the group.

Thank you.

AMD. STUDEMAN: My name is Admiral Bill
Studeman, U.S. Navy, retired. I'm also retired Vice
President of Northrop Grumman, and I'm a career
"spook."

My government positions included Deputy
Director of Central Intelligence, Director of the
National Security Agency, Director of Naval
Intelligence, and some other positions.

I'm a member of the Defense Science Board,
and I Jjust recently completed 15 months being a
commissioner on the Presidential Commission on WMD.

My concerns have to do with optimizing the

intelligence community's role, particularly in this
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period of transformation for the intel community, and
including the new Office of the Director of National
Intelligence, in terms of how the intelligence
community plays its role in biosecurity.

DR. KEARNEY: Mr. Chair, shall we continue
with the other Board members before we move to the ex
officio members?

DR. WARA: I'm Diane Wara. I'm a
Professor of Pediatrics at UCSF, the Director of the
Children's Clinical Research Center there, and the
Division Chief of Pediatric Immunology.

My research interests are 1in pediatric
HIV, specifically transmission of HIV and strategies
to prevent transmission, as well as defining the
pathogenesis of primary immunodeficiency disorders for
rare groups of congenital diseases, and strategies for
reconstitution of these disorders.

I'm currently the chair of the Recombinant
DNA Advisory Committee, and I'm here to represent that
committee and to act as a continuum between NSABB and
the RAC.

DR. RUBIN: I'm Harvey Rubin. I'm a
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Professor of Medicine and Microbiology, Biochemistry,
and Computer Science at the University of
Pennsylvania. I'm the Director of Penn's Institute
for Strategic Threat Analysis and Response, which is a
12-school consortium of faculty and students doing
research in everything from risk analysis to robotics
and how that plays into security and strategy issues.

My research interests are in biochemical
reaction mechanisms of enzymes that are in
Mycobacterium tuberculosis, with the multi-drug
resistant items in Category C Dbiocagent, and we're
interested in how biochemical and genetic switches get
turned on and off as Mycobacterium tuberculosis goes
through its wvarious 1life <cycles in dormancy and
activation.

DR. IMPERIALE: My name is Mike Imperiale.

I'm a Professor of Microbiology and Immunology at the

University of Michigan Medical School.

My research interests are in DNA tumor
viruses and in viral 1life cycles and how they
contribute to cancer, and more recently we've moved

into the field of using viruses for gene delivery and
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also as recombinant vaccines, and I currently sit on
the National Gene Vector Laboratory Steering
Committee.

I'm also the chair of the Institutional
Biosafety Committee at the University of Michigan, and
so between my own research and serving on that
committee, I get to see a lot of different
manipulations to wvarious viruses and bacteria, and I
hope to be able to contribute to this committee
through those efforts.

DR. RELMAN: I'm David Relman, Associate
Professor of Medicine and Microbiology at Stanford
University. I'm also an infectious disease clinician
and Chair of the Stanford Administrative Panel on
Biosafety.

My research interests have to do with the
microbial ecology of the human body, as well as
pathogen diversity, pathogen detection, and the
genomic aspects of host-microbe interactions.

My service and interests in the areas of
dual use and biosecurity involve a variety of advisory

functions to the U.S. government, various agencies
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having to do with the potential developments in
biotechnology that are relevant to threats to health
and misuse, and I currently co-chair a committee at
the National Academy of Sciences with  another
committee member, Stan Lemon. This committee is
charged with a look at the future of biotechnology and
its potential impact on biological security, misuse of
biology, et cetera. So these are issues that are
relevant to this committee as well.

MR. NANCE: My name is Mark Nance. I'm an

attorney in private practice, corporate and
intellectual property law with a focus on
biotechnology. I am currently the senior counsel,

Discovery Systems, for G.E. Health Care.
Prior to that I was affiliated with a
company focused on the environmental and IDD nucleic

acid based detection of biowarfare agents.

DR. MAHMOUD: I'm Adel Mahmoud. I'm a
physician in infectious diseases, specialist. I run
vaccines at Merck and Company, Inc. We have several

vaccines that translate most of the findings of basic

research into agents that we use to protect our people
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in this country and locally.

My interest in the area relates to 25
yvears previously in academic medicine and on the host-
pathogen relationship.

DR. LEMON: I'm Stan Lemon, a physician
trained in infectious diseases, currently a Professor
of Microbiology and Immunology in internal medicine at
the University of Texas Medical Branch in Galveston,
where I direct the UTMB's 1Institute for Human
Infections and Immunity.

The institute manages the containment
laboratories that do infectious disease research at
UTMB. That includes quite a bit of BSL-3 and
functional BSL-4 space.

I also serve as principal investigator for
the Galveston National Laboratory, one of two national
biocontainment laboratories wunder construction with
funding from the National Institutes of Health.

I co-chair with David Relman the IOM NRC
committee that he mentioned just a moment ago, and
also serve as vice chair for the Forum on Microbial

Threats at the Institute of Medicine.
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GEN GORDON: I'm General John Gordon,
retired Air Force. My friend Bill Studeman i1is a
career gspook. I'm probably the career policy wonk
that shows up in this business. I spent 32 years in
the Air Force and mostly 1in strategic systems, vyou
know, arms control, nonproliferation, and my last job
was as Deputy Director of Central Intelligence, a
couple of vyears at the Department of Energy, the
National Security Administration. My last two jobs in
government were Chief of Counterterrorism in the White
House and then the President's Homeland Security
Advisor for a year.

I first became interested and involved in
this subject primarily as a result of the Fink
Commission also, and helped to bring that report into
the White House and get some light on it.

Thank you.

DR. ENQUIST: My name is Lynn Enquist.
I'm the Chairman of the Department of Molecular
Biology at Princeton University. I'm the past
President of the American Society of Virology. I'm a

board member of the AAAS, and I'm the Editor-in-Chief
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of the Journal of Virology.

My career focuses predominantly on running
a laboratory to study the pathogenesis of herpes
viruses that infect the nervous system. I have spent
my career in at least three different areas. I worked
as a staff scientist at the NIH in the early 1970s
developing a lot of the methods for recombinant DNA
technology and using them.

I was Research Director of a small biotech
company to develop animal virus vaccines. I was a
research leader at DuPont in corporate research, and
then a Senior Research Fellow at DuPont Merck before T
went to Princeton to run an academic laboratory.

One of the things that I'm really quite
proud of and the reason why I'm quite interested in
the issues at stake here is that at the American

Society for Microbiology, the Journal of Virology is

one of 11 Jjournals, and about four vyears ago we
decided as a group to instill a culture of
responsibility in our membership to publish, and I'll
be talking a little bit more about what we've done.

The Journal of Virology, for example,
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we've looked at over 16,000 manuscripts in the last
four vyears, and with the 1light of understanding the
kind of science that's there, and I'll be telling you
more about that as we move along.

DR. COHEN: Good morning. I'm Murray
Cohen, retired Public Health Service officer currently
based down 1in Atlanta. I serve as independent
consultant, but also as President of the Front Line
Health Care Workers Safety Foundation, public, not-
for-profit, engaged in training first responders and
first receivers in matters of disaster management,
mass casualty management and that sort of thing.

Currently I'm very involved globally in
risk assessments and threat assessments for high
containment laboratories. I'm very involved with and
concerned about training people appropriately to work
in these laboratories and manage these laboratories
effectively and safely.

DR. SORENSEN : I'm Andrew Sorensen,
Professor of Epidemiology and President of the
University of South Carolina. I previously served as

Executive Director of the AIDS Institute at Johns
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Hopkins Medical Institutions, and since its inception
served as a member of the DHHS Secretary's Council on
Public Health Preparedness and Bioterrorism.

DR. REXROAD: I'm Caird Rexroad. I
represent the USDA as an ex officio member. I am the
Associate Administrator of the Agricultural Research
Service and in charge of program planning.

My background is as a scientist trained as
a reproductive biologist with most of my career spent
working on transgenic animals, insertion of genes to
modify or protect animals against wvarious infectious
diseases.

Today we're very interested in the
activities of this committee because of the tremendous
drive that genomics has Dbrought to the kinds of
research. USDA sponsors over $1.5 billion worth of
biologically based research, and with the tremendous
increase 1in emphasis on countermeasures against
various threat agents, we see the likelihood that we
will be involved in some areas of very sensitive
research and look forward to the advice from this

committee.
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DR. HENKART: I'm Maryanna Henkart. I am
representing the National Science Foundation on behalf
of Mary Clutter, who is the Assistant Director of the
National Science Foundation for the Biological
Sciences.

I am the Director of the Division of
Molecular and Cellular Biosciences, which means that T
oversee programs in the traditional disciplinary areas
of biochemistry, biophysics, cell biology and genetics
and genomics. I also oversee programs in microbial
genome sequencing and a program we have called
microbial observatories, both of which we are doing in
collaboration with the Department of Agriculture.

We have another program that I oversee
which is called the Ecology of Infectious Diseases.
Obviously, the National Science Foundation's primary
mission 1s to see to the long-term welfare of
fundamental science and engineering research and
education in this country, and we are very concerned
about the role of fundamental science and the impact
of fundamental science on biosafety and the impact of

biosafety activities on fundamental science.
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DR. LOMAX: I'm Terry Lomax. I'm Deputy
Associate Administrator for Research at NASA, and I'm
part of the Exploration Systems Mission Directorate.
We have the responsibility for all of the human
biological space research at NASA.

And I'm on loan from my home institution,
which is Oregon State University, where I'm Professor
of Biotechnology and Gene Research, and prior to
coming to D.C., I was Director of the Program for the
analysis of biotechnology issues.

DR. WALTERS: I'm Ron Walters. I am a
molecular Dbiologist. I currently work in the
Intelligence Technology Innovation Center that is in
the Office of the Director of National Intelligence.

I represent the intelligence community and
the programs on which we work are countering
biowarfare and bioterrorism.

DR. KERR: Good morning. I'm Larry Kerr,
Assistant Director for Homeland Security in the Office
of Science and Technology Policy at the White House.
I'm a molecular immunologist by training, and our

office is engaged in a wide variety of activities that

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

46

facilitate the coordination of the federal agencies
across a multitude of Homeland Security science and
technology issues.

DR. JUTRO: Good morning. I'm Peter
Jutro. I'm Deputy Director and Chief Scientist of
EPA's National Homeland Security Research Center, an
agency that has responsibilities in drinking water
protection, decontamination and risk.

My academic training is in biology and
mathematics with work in risk assessment, chemical
ecology, and infectious disease. I serve on the
Science Advisory Boards of several other parts of the
government, especially in the intelligence community.

I'm in an agency with a 30 to 40-year
commitment to open science and sharing information
with the public, in fact, one with a legal mandate to
do so, vyet my center regularly faces dual use and
sensitive information release issues. Our mission is
to protect the public, but our research work is often
a road map to efficient terrorist action. So we are
very interested in the advice that we can glean from

the work of this committee.
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DR. CUCCHERINT: I'm Brenda Cuccherini,
from the Department of Veterans Affairs, Office of
Research and Development. My primary areas there are
in policy development related to biosafety,
biosecurity, our BSL-3 program, and our Select Agent
use.

I also develop policies 1in the areas
related to human subjects research and conflict of
interest, and I serve on a number of interagency
committees and subcommittees on biosecurity.

My background i1s 1in occupational and
environmental health.

MR. TURNER: Good morning. My name 1is
John Turner. I'm an Assistant Secretary at the U.S.
State Department. I oversee the International Health
Office, which has responsibility over infectious
diseases other than HIV, malaria and TB. We also have
oversight over environmental health, and I represent
the Secretary on biosecurity issues.

We also have the international 1lead on
science and technology agreements out around the

world, and forge some of our sustainable development
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strategies dealing with access to sanitation and
hygiene in dealing with waterborne diseases.

My  background is life sciences and
wildlife ecology, although I have to admit that those
scientific credentials wandered off campus probably

years ago.

Thank you.

DR. STEELE: Good morning. My name 1is
Scott Steele representing the FBI. My background
previously was in genetics. I completed my Ph.D. at

Princeton and from there moved on to study issues of
science, policy and security, particularly increasing
outreach between the scientific and security
communities.

At the FBI I'm focused on working on a
number of WMD countermeasures programs, particularly
working with other federal departments and agencies to
examine programs for surveillance, detection, and
response to the threat of WMD and several biodefense
initiatives, including the one that led to the
creation of the NSABB.

Thank you.
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MR. KEARNEY: My name 1is Rick Kearney.
I'm a wildlife biologist. I'm here representing Dr.
Susan Haseltine, the Associate Director for Biology
within the U.S. Geological Survey in the Department of
the Interior.

As the Science Bureau in the Department of
the Interior, USGS has responsibility for providing
the information necessary to protect the health and
welfare of their roughly 20 million wvisitors to our
national parks, wildlife refuges, as well as managing
the one-fifth of the U.S. 1land mass under the
Department of the Interior control.

Our interest here today is to increase the
linkages between the Native communities, that is, the
study of the Native communities and that of human
health and agricultural animal communities, and we
look forward to advising and learning from this panel.

Thank you.

MR. PARKER: My name is Gerry Parker. I'm
with the Department of Homeland Security in the Office
of Research and Development in the Science and

Technology Directorate. I oversee and manage a broad
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array of Homeland Security research and development
programs, to include our biocountermeasures programs.

I retired from the Army about a year ago
after 26 vyears, spent a lot of that time in medical
biodefense research spanning from vaccine, diagnostic,

drugs, and in basic pathophysiologic mechanisms.

Thanks.
DR. NICHOLSON: Good morning. I'm Jan
Nicholson. I am the Associate Director for Laboratory

Science in the National Center for Infectious Diseases
at CDC. The IBC at CDC actually sits in my office. I
have represented biosecurity in a variety of forms.
Part of my job involves representation of laboratory
issues in infectious diseases.

DR. LUSHNIAK: Good morning. My name is
Boris Lushniak. I'm a Captain, U.S. Public Health
Service, currently serving as the Assistant
Commissioner for Counterterrorism Policy at the Food
and Drug Administration.

Prior to that I served with the Centers
for Disease Control, National Institute for

Occupational Safety and Health. I am a medical
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officer, physician, Board certified in dermatology,
family practice, and preventive medicine.

I represent the FDA here on this panel,
and I certainly am looking forward to interacting with
this group.

Certainly, FDA's mission which revolves
around safety and security aspects for our food supply
and the availability of medical countermeasures really
depends on research to make progress in this area, and
so certainly we seek the advice and guidance from this
committee.

Thank you.

DR. DIXON: Good morning. I'm Dennis
Dixon, and I'm Chief of the Bacteriology and Mycology
Branch at the National Institute of Allergy and
Infectious Diseases and have had ongoing
responsibilities with Select Agents and a lot of other
activities relating to key organisms under discussion
here today. I'm very pleased to be here on behalf of
Dr. Fauci, who 1is the Director of the National
Institute of Allergy and Infectious Diseases, and will

be Jjoining wus this afternoon to comment on the
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institute's substantial involvement in this area.

DR. THOMASSEN: Good morning. I'm David
Thomassen from the Department of Energy. I'm the
Chief Scientist for the O0Office of Biological and
Environmental Research.

The two areas that are probably of
greatest interest to the Department of Energy with
regard to this committee are our efforts to
understand, develop comprehensive understanding of
nonpathogenic microbes, microbes that could be used to
develop biotechnology solutions for energy and
environmental issues.

We fund a variety of research ranging from
DNA sequencing to technology development, to
understand and characterize all of the proteins and
regulatory networks and microbes, and also fund some
research that we will hear about tomorrow in terms of
synthetic genome development. So we're very
interested in the deliberations of this committee.

The other area, I think, of interest to
the department, which hopefully will get on the agenda

of this committee as well, is that of nanotechnology.
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DR. KLEIN: My name is Dale Klein. I
represent the Department of Defense. I'm currently a
presidential appointee in charge of the chemical,
nuclear, and biological defense programs of the
Department of Defense.

Prior to my appointment, I served as Vice
Chancellor of the University of Texas System. I'm on
leave from the University of Texas at Austin, and my
view of the world has changed somewhat from the role
of academia, where we publish everything, to starting
my morning with an intel report and looking at those
that want to do us harm.

The consequences of a biological attack
are very sobering, and it will be a challenge to
strike that balance between free flow of information
and protecting the nation against those who want to do
us harm.

DR. NIGHTINGALE: Good morning. I'm Dr.
Stuart Nightingale. I'm the Deputy Assistant
Secretary for Public Health Emergency Preparedness in
the Office of the Secretary for the Department of

Health and Human Services. I'm also the Senior
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Medical Advisor to the Director of the 0Office of
Global Health Affairs at DHHS.

I'm an internist, and I've been involved
over the years primarily with medical administrative
matters in the Food and Drug Administration and the
Office of the Secretary, particularly the intersect
between medical practice issues and regulatory
concerns, and more recently, of course, in the Office
of Public Health Emergency Preparedness, the CBRN
issues, as well as the manmade or natural, rather,
natural disease problems, such as influenza.

Our office is the focal point for the
department. We work closely with CDC, FDA, and NIH on
these various issues.

I am also the HHS 1liaison to the
Biological Weapons Convention group at the State
Department, and work very closely with wvarious parts
of the Department with the coordination with the World
Health Organization.

And finally, our office has been deeply
involved in the translation of the Fink report into

this NSABRB. So I'm very pleased to be part of this
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group.

DR. VILKER: Good morning. My name is
Vincent Vilker. I'm representing the Department of
Commerce. We have two research agencies within
Commerce. One 1is NOAA, the National Oceanic and

Atmospheric Administration, and the second is the one
where I come from, the National Institute of Standards
and Technology, where I am the Chief of the
Biotechnology Division.

Some of the work that my role and that of
NIST is measurements and data, validating both, and
what we bring to this forum, I think, examples include
the reference materials that are used in DNA typing
for forensic purposes and also by the Department of
Defense for human identification.

In addition, we've developed reference
materials in an international forum for benchmarking
real time PCR measurements, which I think you might
recall Dr. Zerhouni referred to as one of the major
technologies used in microbial identification.

So 1in a nutshell we develop reference

materials and wvalidate procedures across a wide
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spectrum of technologies, in this case
biotechnologies, for the purpose of facilitating
commercial application of scientific discovery for

establishing societal good.

Thank you.
CHAIRPERSON KASPER: I notice that Dr.
Arturo Casadevall Jjoined wus. Arturo, would vyou

introduce yourself, please?

DR. CASADEVALL: Arturo Casadevall from
the Albert Einstein College of Medicine. I am the
Director of the Division of Infectious Diseases, and I
am also professor in the Department of Microbiology,
Immunology, and the Department of Medicine.

I believe I'm here in this committee
because of my expertise in host-microbe interactions.

Thank you.

CHAIRPERSON KASPER: Well, thank you all
for those introductions. I'm very pleased that
everyone will be able to participate in today's
meeting and in future meetings.

Now I'd 1like to introduce Dr. Thomas

Holohan, who 1s the Executive Director of NSABB, and
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he'll give us an introduction to NSABB, its purpose,
its structure and operations.

DR. HOLOHAN: Thank you, Dr. Kasper.

And good morning, ladies and gentlemen.
I'm pleased to have the opportunity to provide a brief
description of the purpose, structure, and function of
the National Science Advisory Board for Biosecurity.

This Advisory Board has been established
as a result of increasing concern that there exists a
risk for the malevolent use of life sciences research
and research results and that the strengthening of
biosecurity initiatives is a prudent course of action.

Over the last few years, the government
has implemented a number of initiatives to address
those concerns, as detailed on this slide, and as
previously described by Dr. Zerhouni, the Patriot Act
of 2001, the Public Health Security and Bioterrorism
Preparedness and Response Act, and the companion
Agricultural Bioterrorism Protection Act of 2002.

And in addition, government promotion and
the conduct of research on the development of

countermeasures for biologic threats. The legislation
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as Dr. Zerhouni mentioned placed new restrictions on
access to certain materials and in some cases imposed
criminal penalties.

In the same time frame, the National
Research Council produced a report concerning
biotechnology research and the potential for that
research to Dbe intentionally used for malevolent
purposes. This was generally believed to have been a
cogent view of an increasingly problematic situation.

The NRC committee employed the term "dual
use" for technologies which serve the legitimate
scientific purpose and which could be used to improve
wellness, but also had the potential for misuse with
resultant harm to mnational security or to public
health.

The report specified a number of
experiments of concern as archetypes of dual use
research.

In addition, it provided a number of
recommendations. These included the creation of the
National Advisory Board and the report called

attention to issues of education of the scientific

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

59

community regarding dual wuse research, review of
particular research proposals, date of publication,
and communication between groups responsible for
health and for security.

As you will see, the charter of this Board
is quite comprehensive, reaching all of those
recommendations and more.

The National Science Advisory Board for
Biosecurity was established to advise the Secretary of
the Department of Health and Human Services, the
Director of the NIH, and the heads of all federal
entities that conduct or support 1life sciences
research to recommend strategies for the effective
oversight of federally conducted or supported dual use
research, where dual use research as vyou've already
heard and will probably hear again many times over the
next two days, 1is research with a legitimate purpose
that may be misused to result in a threat to public
health or to national security.

Importantly, the National Science Advisory
Board for Biosecurity will consider both the needs of

the research community and concerns about national
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security.

There are a number of charges to the
Board, one general and 11 specific charges. The Board
is charged to develop criteria that can be used to
identify dual wuse research and also to develop
guidelines that can provide for oversight and
monitoring of that research and those research
results. These are arguably essential requirements
upon which other responsibilities of the Board depend.

The Board is charged to advise on national
policies governing local review and approval of dual
use research to include guidelines for case-by-case
review by institutional biosafety committees.

The Board is also asked to advise on
criteria and ©processes for referral of specific
classes or specific experiments from local reviewers
to the Board itself. And these include the provision
of review or guidance on experiments that may
exemplify a significant or a complex permutation of
research or a new category of dual use research.

And in addition the Board is charged to

provide for a response to a research institution's
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request for interpretation or application of the
developed guidelines to specific research proposals
that have been denied by an institutional biosafety
committee.

The Board 1s also asked to provide
recommendations on the development of a code of
conduct for scientists and laboratory workers, which
is intended for implementation and adoption by
professional societies and by institutions engaged in
life sciences research.

As well, the Board is charged to recommend
on the development of mandatory education and training
in biosecurity for those scientists and laboratory
workers at federally funded institutions and
additionally charged to advise on national policies
for publication, communication, and dissemination of
methods and the results of dual use research.

The National Science Advisory Board for
Biosecurity 1s charged to recommend strategies for
coordinated international oversight of dual |use
research, and further, the Board is charged to advise

on policies for the conduct of dual use research that
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allows strategies for allowing rapid scientific
progress while assuring mnational security, a point
emphasized by Dr. Zerhouni in his introduction.

Finally there is a general charge for the
Board to address other issues as the Secretary of
Health and Human Services may direct.

The Board charter calls for not more than
25 voting members who are appointed by the Secretary
following consultation with other agencies and
departments. The Board will meet quarterly and as
needed, determined by the Secretary, and the meetings
of the Board will be open to the public unless in
certain circumstances otherwise determined by the
Secretary of Health and Human Services.

And the Board will be managed and
administered by the National Institutes of Health,
Office of Biotechnology Activities.

Obviously, I'm not going to read all of
the expertise on this slide, but as can readily be
seen and as you've heard, this Board is a
distinguished group of extensive knowledge, skills and

experience. It is of note that these capabilities are
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broader than those ordinarily represented on
biomedical advisory committees and include individuals
with proficiency in areas such as security,
intelligence, food production, law, and scientific
publishing.

In addition to the voting members, there
are 18 ex officio members who represent the federal
agencies and departments from which you've just heard.

These individuals will assist the Board members by
serving as a resource for unique expertise and
experience as the Board's deliberations reach to their
organization's areas of responsibility.

The Board will engage the Dbiosafety,
security, and 1life sciences research in ©public
communities and the Board's activities, including
development of the guidelines, codes of conduct, and
the training programs previously mentioned. The Board
will recognize and develop strategies to address the
significant challenges that will be faced Dby
researchers, institutional biosafety committees, the
leadership of institutions, and research

administrators, and publishers.
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I said that the Board was administered by
the National Institutes of Health, Office of
Biotechnology Activities, and our assignments really
are to manage the NSABB on behalf of the department.
We will plan and execute the meetings, develop
background materials and provide support for the
development of work products of the Board to maintain
the Website of the Board as a resource for the public;
to identify and analyze dual use research issues which
we Dbelieve are likely to be a continually moving
target; to facilitate coordination in the development
of federal policies, regarding dual use research; to
participate in the implementation and the
interpretation of the guidelines developed secondary
to the recommendations of the Board for dual wuse
research; and to develop training and education
programs for institutional biosafety committees who
are involved in dual use research.

The National Science Advisory Board for
Biosecurity has 1its own Website, and the Website
address and E-mail address are listed here, and as

I've said, the National Institutes of Health, Office

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

65

of Biotechnology activities will provide executive
functions for the tasks assigned to the National
Science Advisory Board for Biosecurity, and you see
here our phone, fax numbers, and our address.

Thank vyou for vyour attention, and Dr.
Kasper, do you wish to allow the audience to take a
break?

CHAIRPERSON KASPER: Well, why don't we
see 1f there are any Board members who have questions
for you?

DR. HOLOHAN: Sure.

CHATIRPERSON KASPER: Please feel free to
ask questions. It's a large charge we have.

DR. HOLOHAN: Either the presentation was
very good or their intrinsic brilliance satisfied
them.

CHATIRPERSON KASPER: We'll see.

Why don't we reconvene at 9:45? We're
running a little ahead of schedule, and that would
give us some extra time for discussion after the
break.

Thank you.
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(Whereupon, the foregoing matter went off

the record at 9:16 a.m. and went back on

the record at 9:48 a.m.)

CHAIRPERSON KASPER: Why don't we
reconvene the meeting?

So at this time I'd like to give NSABB
members and ex officios an opportunity to comment
briefly about biosecurity issues in the rapidly
evolving areas of life science research.

I'll start by reading a statement from Dr.
Anne Vidaver, who as I mentioned earlier will be here
tomorrow, and I'm just reading her statement now.

"To paraphrase the wife of a Founding
Father of the country, not to forget the ladies in
drawing up the Constitution, I would remind people not
to forget plants which are the basis of all life on
earth. For example, one of the largest crops grown in
the U.S. 1is soybeans. Soybean rust, which Jjust
entered the country last year, 1is expected to be a
challenge in management at many levels, including that
there are no commercial varieties available with any

resistance.
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"Communication and interaction between
animal and clinical scientists with plant pathologists
is highly desirable as more bacterial and fungal
pathogens of plants are shown to be cross-infective in
animals and people. This becomes even a more serious
problem with agents that are or can multiply
antibiotic or antifungal resistance."

So that everyone has an opportunity to be
heard, I ask that you 1limit vyour comment to about
three minutes at the most, and I'm going to ask
Secretary Turner to start.

MR. TURNER : Well, thank vyou, Mr.
Chairman.

As I said in the introduction, the State
Department's role 1is to work with all of vyou in
facilitating, molding the strategy and implementing
it, and I think we all recognize that the purpose for
which we're organized here 1is transnational in its
scope, and so if we're going to be successful, we have
to transmit a new code of conduct on dual research out
into the international community.

And so our goal is to work with all of you
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to, first, increase international awareness of the
issue and then how do we motivate allies and folks
that aren't our allies to work in accordance with
what's their best interest and the interest of the
American people.

Interesting enough, I was at two forums
vesterday which were different but have some of the
same related dguestions. One was a hearing before
Chairman Hyde's committee in the House on the impacts
of waterborne diseases out around the world, and then
in the afternoon, a meeting at the White House as
we're trying to mold an international strategy for
cooperation engagement as we deal with avian flu,
avian influenza.

And some of the questions then that
perhaps we would look at are what some of our specific
goals internationally might be. What international
pathways do we choose to transmit what we develop in
this committee, international forums like WHO or FAO
and many others, what special groups like the G8 or
the Global Health Security Action Group? Some come to

mind.
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What specific countries would we want to
work Dbilaterally with either countries that are
strongly our allies or how do we deal with sensitive
states, states that might be high threat to the United
States in this arena in the research arena or how do
we deal with the states in between?

What's our message to those states,
depending on the audience? What resources is the U.S.
prepared to share with other countries as we work to
protect American citizens and our food supply and our
economy and our culture and our social values?

What research would we be interested in
collaborating on, especially those very sensitive
areas of countermeasures?

So we look forward to working with all of
you as we have two offices. One deals directly with
infectious diseases, but the other office takes a
diplomatic lead on all science and technology
agreements out around the world in cooperation with
all of you.

So we see the NSABB as an important step

forward as we 1look to enhance cooperation in the
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health sciences and, indeed, secure a better and more
stable future for American citizens and the global
family.

Thank you, Mr. Chairman.

CHAIRPERSON KASPER: Thank vyou.

I think now we'll turn to the Board
members and ask each to give their view of this area.

One 1issue that has been brought to my
attention is that apparently the folks sitting in the
back of the room are sometimes having trouble hearing
people speak. So can you hear me speak in the back of
the room?

Okay . So if you just make sure you talk

into the microphone, that would be very helpful, I

think.

Paul, do you want to start?

DR. KEIM: I guess I'd just like to remind
everybody what we have to lose in this process. You

know, the United States scientific community and the
European world community has really generated an
enormous amount of progress in the last several

decades, and this has really been based upon a
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competitive and interactive process where information
was free to flow not only to your collaborators, but
also to your competitors so that any result or any
progress that you might make would be instantly peer
reviewed and critiqued and vetted in a scientific dog
fight, if you will.

In the process of increasing our security,
it's going to be necessary to begin restricting
certain aspects of this. If we don't do this
carefully, we, in fact, run the risk of losing what's
really the greatest scientific engine the world has
ever seen, and in what really should be viewed as a
race as opposed to an all or nothing type situation
where we are racing against bioterrorists and against
people who are against our society and country.

In a race like this, we have to be careful
not to hinder ourselves too much while trying to
inhibit them to the maximum amount possible. So how
is this going to be done?

Well, in individual cases we won't always
be able to say that this absolutely has to be stopped

because there will be a risk and a cost to anything
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that we do in this arena. So it's important for us to
try to do this in a very careful fashion so that we
end up maximizing our effort while hindering the
opponents as much as possible.

DR. ROTH: Okay. My role on this is, I
think, to represent veterinary medicine and the animal
aspects of the infectious diseases. If we consider
that all of the bioterrorism agents except small pox
infect at least some species of animals and the
majority infect either the companion animals that live
in our home or domestic animals we depend on for food,
or the wild animals that are so prevalent, it's a huge
task 1if we have to think about controlling these
diseases in animals.

And given that these infections can spread
from animals to humans, if we want to control them in
humans, we need to control them in animals also or we
won't succeed.

In addition, there's a long 1list of
foreign animal diseases that present severe threats to
the agricultural economy and the agricultural economy

broadly defined is the biggest segment of our economy,
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and whether those are accidentally or intentionally
introduced, there's an urgent need to develop better
diagnostics, vaccines, and other countermeasures to
protect our food supply.

If we consider the recent emerging
diseases, some recent emerging diseases, BSE or mad
cow disease, which emerged in England, West Nile virus
which emerged in this country, avian influenza which
prior to 1997 was not considered zoonotic and is now
considered perhaps the biggest threat for a pandemic;
Nipah virus, which was a virus which spread from fruit
bats to swine to people in Malaysia.

In every one of those recent examples, far
more people died than died in our anthrax bioterrorism
event, and the best way in all of those examples to
control human infection is to prevent or stamp out the
disease in animals.

Given that, there's a very small group of
researchers that focus on the animal aspects of these
diseases and that are without a lot of funding. So in
this race, which is wurgent that i1t be run very

rapidly, it's more like the tortoise and the hare with
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the tortoise trying to control all of the diseases in
many species of animals, many more diseases than just
the bioterrorism agents.

So it's imperative that we be able to do
that rapidly, but vyet safely, and the safety is
imperative also. So that in our efforts to do good,
we don't end up ultimately having a road map and doing
harm to what we're all trying to do.

Thank you.

DR. OSTERHOLM: Thank you, Mr. Chairman.

I would suggest at the outset here that
this particular Board is going to be one that is going
to be a lot like sailing. We're going to be tacking a
lot, and that we will probably find ourselves from
time to time realizing we've gotten a little too far
over 1in one direction and coming back to the middle
and then maybe moving to the other side.

And I don't think that that should at the
outset be interpreted as anything bad because we are
feeling our way through a very difficult time.

You know, I look at the issue of

biotechnology and where we're at today, and I would
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agree wholeheartedly with Dr. Keim's points about
progress, but just as there was a great step forward
in the warfare world when they went from swords to
crossbows and the ability to not be too close to your
enemy anymore, we have today 1in the world of
biotechnology basically had an explosion of new tools
and new capabilities to do things to microbes or use
microbes in ways that we could never have anticipated
ten or 20 years ago.

And we can only anticipate that that
acceleration of those tools will increase over time.
That will, I think, provide access to many additional
parties to do things that were unimaginable to
organisms ten or 15 years ago, and we're going to have
to account for that because today we may put the
capabilities of doing Dbad things, intended or
unintended, in the hands of people who may not be
professionally or I should say intent-wise prepared to
deal with those outcomes.

And so I think that one of the things
we're going to be doing today 1s I liken it to the

idea of surfing at Maui. If anybody has ever been at
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the high wall of Maui where it's 60 foot waves, if
yvou're too far forward, you're dead. If you're too
far back, you're dead. But if you're right on top of
the wave, it's a hell of a ride.

And I think our job is going to be riding
that wave, to basically figure out how to not slow
down progress in taking on the world of microbes, but
at the same time not providing opportunities for
someone to create great harm from those explosion of
tools that we're creating today with our microbes.

DR. LUMPKIN: So if we get it wrong, we're
all wet?

DR. OSTERHOLM: No, you drown.

DR. LUMPKIN: I think my role on this
committee is sort of as the informed lay person whose
job 1t 1s to think about some of the aspects, and I
think I would like to start off our discussion by sort
of charging us with trying to not exclude some
alternative approaches because they aren't in
existence at this point.

Our overall goal, in one sense, 1is that

balance as Michael talked about. How do vyou foster
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scientific development, which is based upon
communications? At the same time, concern about the
fact that there are bad people who would like to take
that same information.

And in addition to looking at the sort of
regulatory way the development of committees, to also
look at ways that we may be able to enhance scientific
communication in a way that decreases risk, and that
we shouldn't exclude that as a potential outcome of
the work of this committee.

DR. LEVY: Well, I kind of feel 1like T
might echo what the previous speaker said, but I would
really think what would come out of this meeting may
be not so much how can we prevent and actually legally
affect anyone who wants to do harm, which I think is
difficult to think about trying to do
internationally, but rather, to improve our
understanding of the spread of infectious disease, the
sprea