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PROCEEDI NGS

(7:45 a.m)

DR. LaFORCE: This is the second day's

session of the AFEB. | don't have very many wel com ng
remar ks. | do want to make sure that we start off on
time at 7:45, in a few m nutes.

First of all, I want to thank Ben for sort
of serving |ike a chaperon |ast night while we wandered
around the countryside assaulting all crabs that were
edible. It was actually a great deal of fun.

The scope for today's activities are
pretty well lined up on the agenda. The Board has got

some work in terms of the recomendations that were

drafted. I know that Stan has already started a
redraft on one of the recomendations, and hopefully we
will get to that as we work through |unch.

W thout further ado, | need to introduce
Adm ral Johnson who is a newconer today. Adm r al
Johnson, wel cone.

RADM JOHNSON: Thank you.

DR. LaFORCE: Any ot her newconers that

have t oday?

(No response.)
Ckay. Ben, do you have sonet hi ng?

COL. DI NIEGA: | always have sonet hing.
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rem nder to the Board nenbers, when you get back fill
out your travel settlenment form and when you get paid
with a receipt, please send us a copy of that so we can
keep the books bal anced.

As you saw the agenda, this day is filled,
too, and we should be done before 2:00 o'clock. Are
there any nenbers who need a ride to the airport or
shuttle or taxi -- it wuld be a shuttle -- s
everybody taken care of? Ckay.

A rem nder again, the nmeeting is being
transcri bed. You need a security clearance to be in
her e. | passed out the working lunch forns. We are
not breaking for [|unch. Anybody going to be staying
for lunch who didn't get a lunch form let ne know.

Everybody who is invited to today's
session and is cleared, can stay for the working |lunch
and, if you want, you can stay for the Executive
Sessi on, too. The briefings are going to be going on
until 10:15. The people who didn't have the clearances
will join us after the two classified briefings. We
wi l | try to do al | t he BW di scussions and
counterneasures for the threat through the working
l unch, and then the Executive Session we will try to
get the other draft recomendations approved by the

rest of the Board. So when we send the final over to
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6
Health Affairs and SGs, we can say that the full Board

approved all the recomendati ons.

A st at us on t he | ast neeting' s
recommendati ons, there are only two that are left for
signature, and that is Dr. LaForce and ny signature
and that is on TB recommendations to the services, and
also the MIlitary Public Health recommendations, and
Dr. LaForce will sign it before he | eaves today.

The main goal for today is to get our
i nformati on background on BW threats for this year,
listen to what happened to the recomendations from
| ast year, and then draft up any new recommendati ons
for the threat list this year.

In front of you are a whole bunch of
handouts from previous efforts this Board has done on
BWissues, and those are given to you as background and
a way to take a | ook at what we've done before.

There is a DoD instruction, | think, on BW
and bio/chem issues and what our role is, and our
primary role is to provide advice to the Assistant
Secretary of Defense for Health Affairs, review the BW
threat |ist and make recomendations on it. Any
questions?

(No response.)

| guess we are ready to go.
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(The classified portion of the neeting is
transcri bed under separate cover.)

(Whereupon at 9:00 a.m, the open session
of the Board resuned.)

DR. LaFORCE: Okay, | guess we can resune
now. Col. Takafuji.

COL. TAKAFUJI: Members of the Board, | am
Col . Takafuji, and right now I work at the O fice of
the Assistant Secretary of Defense for Health Affairs.

My boss is Adm Clinton, and nmy ultimte boss is Dr.
Bailey. |It's an honor for ne to be here today. | have
had a long relationship with the AFEB going over nmany
years. At one time, | had Col. Wthers' position, but
| also, having been Commander of this Institute here as
well as the Walter Reed Arny Institute of Research,
|'"ve had the opportunity and pleasure of hosting the
AFEB on numer ous occasi ons. So it's really a pleasure
for me to be here in a different capacity representing
OASD Health Affairs.

As you know, the Board nmade sone
recommendati ons to the Departnment of Defense |ast year
pertaining to the Threat Li st. Some of that
i nformation, of course, is in front of you, and I won't
go over all the details of that.

Today, | will discuss sonme of the actions
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t hat have been taken in regards to the recommendati ons.
Col. Kimm will address sone things pertaining to the
DoD Directive and where we are with that, as well as

things that directly relate to the JCS Threat List. Col

Schnelle will talk about sonme of the things that we're
doing in ternms of the nedical threat assessnent. So |
wi |l defer those issues to these individuals.

Let nme just, first of all, say that in the

recommendati ons that were made in My of 1999, the
Board had recommended that DoD aggressively pursue
clinical investigations that were necessary to revise
and/or accelerate the current anthrax vaccination
schedul e. We have done that and we have done that
through the anthrax vaccination/immunization program
or the AVIP as it is also known, and that is in regards
to looking at the current vaccine that's FDA approved.

There is a research effort that perhaps
wi |l be discussed later that involves the next-
generation anthrax vaccine, a reconbinant vaccine.
That was not part of the Board' s recomendations, but
that may be of some interest to the Board.

Regarding the recomendations pertaining
to DoD Directive 6205.3, which is the regulation that
governs inmmunizations, that regulation is dated 1993,

and obviously in need of sone rel ook. That process is
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taking place, and Col. Kimmw Il coment on that nore.

In regards to recomendation that the
Board made pertaining to medical surveillance as an
early detector for exposure to biological warfare,
that's something that we certainly are very Kkeenly
aware of, as was nentioned before. There is a fine
i ne between endem ¢ di sease and deli berately generated
out breaks of disease that are manmade in nature, and
sonetimes it's very confusing, especially in the early
days of an outbreak in terms of what exactly 1is
happening, and we are concerned about this and we
understand the inportance of surveill ance. This is an
effort that is a tri-service effort, primarily led by
the services and the CINCs, to look at surveillance in
an entirety, realizing that unusual events should ask
questions pertaining to whether this is indeed a
bi ol ogi cal warfare or biological event of sone sort.

The Board also recomended that there be
sone effort in terms of software prograns that would be
directed at the reporting and recording of the
adm ni stration of doses of any vaccine, and we are
doi ng that. It is being done in the context of the
conputerized health care system Sone people know it
as CHCS2, and so forth. It is all part of a tri-

service wi de approach in terms of conputerizing so that
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the health record would be readily accessible to health
care providers both in the field as well as in-
garrison. And that is part of the whole process, and
I mruni zati ons represent one part of that whole effort.
So that is ongoing. As that evolves, certainly DoD
Health Affairs would be glad to update the report on
the status of that.

And, finally, on the issue of education
and marketing progranms for each of the vaccines, we
have |earned quite a few lessons from our recent
adventure with the anthrax vaccine and the inportance
of good marketing is of paranmount inmportance. And that
clearly is part of the changing attitude that is
reflected in this country where people demand to know
all they can find out about a vaccine before they
recei ve a vaccine. And we are dealing in a different
mlitary setting where people are nuch nore infornmed
and feel that they have many nore rights to neke
deci sions even on things that my seem to many of the
old tinmers to be rather straightforward in ternms of
policies and procedures. This is part of the changing
mlitary environment in which we operate, but the need
for marketing and information is very clearly evident.
So we are very nmuch aware of that and we plan to do

that with every vacci ne.
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Wth that in mnd, |I'd |like to turn the

di scussion over to LtCol. Kimm and to LtCol. Schnelle
because | really think the thrust of this discussion
this norning should refocus on what we are doing wth
the Threat List. Let ne just preface the comments by
saying that we net yesterday to go over a few things,
and we wel cone the comments, additions, recomrendations
of the Board's we are taking the processes forward in
terms of working with the JCS validated threat |ist.
Lt Col . Ki mm

Lt COL. KI M Thank you, sir. Good
nor ni ng. I'"'d like to take just a few mnutes to
address a couple of your recomendati ons before we get
into what we hope is the nmeat of the discussion, and
that is where do we go from here with regard to
creating a nedical threat assessnment. First slide,
pl ease.

(Slide.)

"1l be addressing very shortly an update
on the DoD Directive that really is the driver here for
the threat |list, and introduce to you our initial

approach on the nmedical threat assessnent, and then

Lt Col . Schnelle will follow nme there.
O her reconmendat i ons, I t hi nk Col .
Takafuji has already addressed those. | don't think
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there are any others, but perhaps sone others will cone
out towards the end of the discussion. Next slide,
pl ease.

(Slide.)

You have in front of you a copy of the DoD
Directive on DoD Inmunization Program for Biological
Warfare Defense. This is the driver for what we are
tal ki ng about here today and, as you note at the top,
As Col . Takafuji nmentioned, it is sonmewhat dated, dated
1993, and | think as a result of the passing of tine
but probably nmore inportantly your careful review of
the threat list and coments, have certainly given us
sone significant food for thought about things we m ght
like to incorporate in a future revision of this
docunent .

For those of you who are new to this
process, new to the Board, this policy essentially does
several things primarily in its purpose, it establishes

responsibilities anong a variety of players including

the Chairman of the Joint Chiefs, and I'll address that
briefly; provi des vaccination guidance related to
bi ol ogical warfare defense -- and | think that's an

i nportant point to nake. Col . Takafuji brought up the
poi nt about counter-crop and potential other uses of

bi ol ogi cal warfare agents. Since this directive is
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solely focused on immunization, | think that has, for
the right or wong reason, sonmewhat |imted our scope.
So as we go back and readdress the revision of this
directive, perhaps it may be appropriate to broaden the
scope to other uses, or perhaps <create another
di rective specific to these other uses.

Also, it applies in peacetime and wartime
and, very inportantly, designates the Arny as the DoD
Executive Agent in this area.

As I ment i oned, sone of t he
responsibilities that are outlined are responsibilities
of the Chairmn. And, in brief, the responsibility of
the Chairman of the Joint Chiefs, with the assistance
of DIA, is to validate and prioritize the biological
warfare threats.

I am in J-4, the Medi cal Readi ness
Division. We are not the |lead, we collaborate with the
J-2 on the intelligence side, but this is staffed, as
was mentioned earlier, throughout the Joint Staff as
well as with the CINCs and services. But | think it's
important, if you look at Enclosure 2 to the DoD
Directive, and | ook at what the perhaps sonewhat dated
definition of "biological warfare threat"” is, No. 2.
Listed there is a definition -- | can read it -- "A

bi ol ogi cal material planned to be deployed to produce
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casualties in humans", and | think this definition that
has sonmewhat |imted our scope because that statenent,
"pl anned to be deployed”, |eads to decisions based upon
intelligence and based upon calls about weaponizati on,

proliferation and intent to use. Next slide, please.

(Slide.)
Based upon that thought, | think we'll get
into the next portion of the briefing -- but as was

menti oned, the proponent for this directive is the ASD
strategy and threat reduction. W are going to work
t oget her through our partners at OSD to get the bal

rolling to update this and really go back and think

about it. Next slide, please.
(Slide.)
W were tasked -- we have another package

in front of you, and the cover of it is a letter from
Dr. Bailey, the ASD Health Affairs, a letter to the
Chairman of the Joint Chiefs that requested that the
Chai rman, through his staff, conduct a nedical risk
analysis and incorporate this into the Chairman's
threat list. | got together with nmy colleagues in J-2,
and the initial intent was to cone up with sonme sort of
consolidated list, to wuse the existing |list and
I ncorporate a nedical threat assessnent.

| think it was pretty evident from the
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| ast discussion that the list is fairly conplicated as
it is, and so | guess at |least for the interimthat was
put in the "too hard to do" box, but | think we did
make sone great strides, and if you follow through the
package, the response back to Dr. Bailey from the
Director of the Joint Staff for his office, which is
the office that commonly replies to letters to the
Chairman. It nmentions several significant things.

In the first paragraph, it nmentions in the
second sentence that "This reply has been staffed with
the Joint Staff, +the services and the conbatant
commands” meani ng t hat t hey are al | onboard,
recogni zing the significance and the need for a medical
threat assessment, and that's a very significant point
in and of itself.

In our role, the Joint Staff do several
t hi ngs. W integrate between the CINCs and the
services in this manner, but also we are the interface,
if you will, between OSD and those organi zati ons.

And also toward the end of +the first

paragraph, it nmentions that at l|east for this year,
once it cones out, "As an interim measure, the cover
menmo to the Chairman's threat list is a meno signed by

the Chairman of the Joint Chiefs, anot her very

significant matter in and of itself, that will refer
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users of the threat matrix to your tier ranking as
additional information for those nmaking decisions about
progranm ng and resource all ocation deci sions.

| think this is another inportant fact in
that we already nentioned that the DoD directive was
specific to inmmunizations. I think this fact
recogni zes that there are other users of this threat
matri x, to include those in the vaccine comunity.

And then in the second paragraph it
mentions that the Director for Logistics, my boss, GCen.
McDuf fy, has requested that the Ofice of the Arny
Surgeon General, in conjunction wth the services,
performthis nedical risk assessnment, and this is for a
variety of reasons. One, in our view, recognizing the
fact that the Secretary of the Arny is the Executive
Agent and has the responsibility to do so, but also we
are a very small staff, and are not properly staffed to
conduct this assessnent.

So the final letter in the back is a copy
of Gen. McDuffy's letter to the Arny Surgeon GCeneral.
The last point 1'd like to mke is in the third
paragraph that "we'd like this medi cal t hr eat
assessnent to be done in conjunction with the service
not only nedical but also research and devel opnent

experts as well as users. This is to be a nulti-
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di sci plinary approach, a coordinated effort that occurs
on a recurring basis. This could be an annua

val i dation, sone assessnent could be made about whet her
or not perhaps agents were added to the threat |ist
from one year to anot her, or per haps recent
devel opnents and counterneasures m ght sonehow i npact
the threat. So it could be just an annual review and
val idation, or perhaps this nedical threat assessnent
would be totally revised based upon additional
I nformati on.

So I'd now like to, unless there are any
questions, introduce LtCol. Schnelle, and she is going
to present to you our initial concept of what this
medi cal threat assessnment m ght | ook |ike, the approach
that we suggest, and then hopefully generate sone
di scussi on and feedback from nenbers of the Board and
others in the audience.

Lt COL. SCHNELLE: Thank you, LtCol. Kimm

LtCol. Kimm set the stage very well in
stressing that the goal of the medical t hr eat
assessnent is to integrate the DI A intelligence threat
assessnment with the nedical aspects so that we can used
t hat conbi ned product to guide us in our prioritization
of medical resources. Next slide, please.

(Slide.)
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So this is essentially the goal of this
medi cal risk assessnent, and it does explicitly state
in one of those three nmenoranda that the goal is to
prioritize for the purpose of making nore effective
resource decisions in acquisitions, stockpile, medical
research, and so forth. Next slide, please.

(Slide.)

Before | go into our approach, | just want
to review the nmethodology that has been traditional
with the Arnmed Forces Epidem ological Board for the
| ast several years. We received the validated threat
list from the Chairman of the Joint Chiefs of Staff.
It comes through Health Affairs at the DoD |evel and
then at the Arny Secretariat level, comes to the DoD
Executive Agent, which is in ny office, and then in
consultation with the services and through presentation
to this Board and taking back your recommendations --
the arrow that's m ssing here -- that they take back to
Heal t h Affairs for t heir executi on of policy
appropriately through the DoD directive or other policy
mechani sms. So this is the procedure, just to refresh
our mnds on this, that we wuse in examning the
intelligence threat and asking ourselves what are the
medi cal inplications of that threat assessnment to the

medi cal community. Next slide, please.
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(Slide.)

So it is essentially a four-step process
that we've cone up that we want to share with you today
and take back your thoughts and initial concerns about
t hi s approach. So, Step 1 is fairly straightforward.
W get the threat Ilist but, nost inportantly, we
convene a Joint Service Medical Panel to oversee the
contract. This is to ensure that this is not just the
wor k of one contractor or one office, but is truly an
Integration of the user community, the research
community and, of course, all the services. So we
woul d convene this panel. They would actually review
the draft Scope of Wrk, and then review the various

project |PRs throughout the course of the project.

Yes, sir?

COL. DI NI EGA: | have a question on this,
Lt Col . Schnelle. Who chooses the nenmbers of this
panel ?

Lt COL. SCHNELLE: This panel ?

COL. DINIEGA: Right.

Lt COL. SCHNELLE: ['m open to your
gui dance on that. | was essentially going to consult
the various nenbers here and staff the panel, but it

has not been prechosen at this point, no. So if anyone

has any particul ar guidance or recomendations, |1'd be
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happy to take that back to initiate that process.

In Step 2, we'd actually convene the
Medi cal Risk Analysis Panel. Essentially, we'd be
letting a contract in order to do the analytical and
report capabilities, but that does not exclude the fact
that many nmenbers in the mlitary community wll be
involved in the work, it just neans that we're going to
pay soneone to do all the dog work that |ies behind the
actual contributions of the expertise. And | strongly
recommend that in the Scope of Wrk we explicitly
require t he contractors to consi der t he AFEB
recommendations in My '99, to consider the CDC risk
analysis product that | saw for the first tine
yesterday, and to review FM 8-9 which addresses
prioritization of biowarfare agents, and any other
rel evant docunment. There's no point in reinventing the
wheel here, a lot of this information is out there in
one form or another, so we shall ask them to consider
that information. Next slide, please.

(Slide.)

Then in Step 3, we would devel op nedi cal
risk conclusions for each bioagent. It's very
inportant at this point that we define our criteria
very carefully, and I'Il talk about the criteria in

nore depth |ater; that we evaluate the inpact of each
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criteria for each bioagent and then, if necessary, we

wei ght those criteria appropriately. And | harken back

to a long

time ago, the decision matrix that many of us

| ear ned about in the Conmmand and General Staff Course.

And t hen

for each bioagent, using these criteria in a

very consistent nmethodology, we come wup wth a

conclusion as to the medical risk inpact of the agent.

And | have an exanple slide to show you what this

m ght | ook |ike. Next slide, please.

exanmpl e,

(Slide.)
Now, | hasten to add, this is just an

not in any way limting the work of the

Medi cal Risk Analysis Panel to use our categories of

Hi gh, Medium Low -- they mght prefer Category 1, 2,

3, wherever the data analysis takes them but just as

an exanpl

e this is a typical decision mtrix wth

criteria along the left side and then Agent 1, Agent 2,

and Agent

3 along the top. So, for each agent that you

woul d consider the inmpact of the particular criteria,

and then you would come up with sonme sort of assessnent

using a wei ghting nmechanism -- High, Medium Low. Then

at the end of the chart, or the end of the analysis,

you'd be able to make some crisp, firm conclusion that

for this agent the ultimate risk is whatever it is.

And |'ve shown as an exanple the tier levels that you

(202) 234-4433
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in your |ast set of recomendations. I

bel i eve you divided your agents by tier levels 1, 2 and

3, for exanple.

So this is just a nodel of what this

anal ytical process mght Jlook Ilike. Are there any

questions? Yes?

DR. BERG | can't read the yellow col or

Lt COL. SCHNELLE: l'"m sorry. | did that

just to chall enge you, but it says "Mediun'.

DR. LaFORCE: \Where's nortality?

Lt COL. SCHNELLE: Thank you, that's a good

point. | couldn't fit all the criteria we tal ked about

yesterday on the chart, so | just put in the ones that

fit. And I list themin nore detail in a later slide.
But there are many nore criteria than this. I lack
t he PowerPoint ranger skills to produce a slide as
conplicated as M. Plasse's, |'m afraid. Next slide,
pl ease.
(Slide.)
COL. TAKAFUJI : Coul d you go back to that

slide? Ckay.

This is where | would wel cone the advice

of the AFEB because that listing on the left side are

the criteria that we would determ ne the nmedical inpact

of each of these agents. So | ask you to spend sone

time on that

infectivity

(202) 234-4433

- norbidity, nmortality, communicability,

the personal protection refers to the
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fact that we nmy or nmay not have troops that are
vacci nated, for exanple, or we my or may not have
anti biotics that would be avail able, and so forth. So,
under Personal Protection, that can be divided out a
little bit nore, too.

I ncubation Period refers to the fact that
many agents are going to have expl osive inpact early --
for exanple, the toxins as the best exanple, are going
to have entirely different kind of inpact on the
mlitary unit than sonething that would be incubating
in the body for a period of tine. So | ask for your
comments in regard to those categori es.

COL. DI NI EGA: Ernie, on the Personal
Protection, it mght be better to -- in ny mnd, to
divide that into medical and nonnedi cal because then

you have the issues of masks and overgarnments, et

cetera, et cetera. And | think just as a rem nder to
the Board, | was called by J-4 -- not today, but J-4
called me -- but the question to nme was, when we nmade

our recommendations |ast year, what were our criteria
for putting diseases into the different tiers. And
there has to be a way to go back and | ook at how we
quantitated or what criteria we used, et cetera, et
cetera. So | think this is a very inportant thing, and

the Board should really take a good |ook at what
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criteria they should take a look at in order to arrive
at a nedical risk conclusion.

LCDR. JOHNS: Mal col m Johns, with HHS. My
I mmedi ate thought is that you need to also categorize
for each agent what kind of medical resources to care
for your casualties are gong to get tied up, and for
how | ong. TOP- OFF Denver taught the |esson that you
can very quickly overwhelm a nedical capability wth
mass casualties that require intensive care.

Lt COL. SCHNELLE: That's a good
suggestion, and let nme just -- and it's also inportant
to understand that the criteria we're tal king about, as
you just identified yourself, would not only include
the medical -- the strictly nedical aspects of the

di sease, but also the medical operational aspects of

the disease as well. So that's why we -- this is not
meant to be an all-inclusive |ist in any way
what soever. In researching FM 8-9 and the CDC work,

t he Medical Risk Analysis Panel may well discover even
nore criteria than we're going to discuss here today.

As Col. Takafuji suggested, though, we are npst
interested in taking your thoughts of what are the nost
significant criteria to ensure that we keep a focus on
those issues as well as broadening our focus to

anything else that m ght have energed in these
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docunments. Any other thoughts? These are good ones.
Yes, sir?

DR.  ANDERSON: Ander son. Do you have a
definition of what Hi gh and Medium and Low neans?

Lt COL. SCHNELLE: No, sir, " m just

showing this as a nodel of what it could |ook I|ike

Certainly, in the product there nust be careful
definitions of High, Medium and Low. " m just kind of
nodeling a way this mght | ook. | found that when |
tried to describe it verbally wth hand-waving, it
didn't work very well. Any other thoughts or

suggestions?

(No response.)

Next slide, please.

(Slide.)

So, having conme to this anal ysis agent-by-
agent, the final product wuld be essentially the
medi cal risk concl usi ons I nt egr at ed with our
intelligence threat estimte. Next slide, please.

(Slide.)

And, not surprisingly, that would |ook a
lot like the previous matrix. Since essentially this
decision matrix technology, or technique, is a way of
taking a multi-variable problem and condensing it into

a two-dinmensional form | nean, that's essentially
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what the process is. So, again, using the |anguage
form the previous AFEB recommendations, along the |eft
colum you woul d have the biowarfare agents categorized
I n accordance with the medical risk conclusions arrived
at in Step 3. Along the top, you would have the agents
categorized in accordance wth the intelligence
assessnent provided by the Chairman of the Joint Chiefs
of Staff fromthe Intelligence comunity. And then the
conmbi nati on of those two assessnents would then allow
you to make a defined -- it would have to be carefully
defined, as the gentleman there pointed out -- a
defined statement of the ultimate risk that we would
use in prioritizing nedical resource decisions and
efforts. Next slide, please.

(Slide.)

Once that is done, once that nodel, that
analysis, is conpleted, it wuld not have to be
extensively repeated every year. Al we would need to
do is allow us to examine if any criteria changed since
the last year. |If an agent was wei ghted as Low because
a vaccine was not available and a vaccine has since
become available, then we would re-evaluate the nmedica
ri sk conclusion for that agent using the defined nodel
devel oped by the contractors. So, the good news is

here we don't have to hire contractors every single
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year. They are not necessarily being paid for the
explicit conclusions they will reach, they are being
paid for developing the nmethodology that the medical
community will use to mintain and sustain those
conclusions. Did | state that clearly? |'ve worked on
that a |ot.

And then, also, the inportance about this
nodel is that it allowed a consistent analysis of the
agents across a nultiple variety of aspects, criteria
and variables. So, instead of getting into these rather
bi zarre di scussi ons where two people are discussing the
relative availability of vaccine and three other people
are saying, "Well, you don't understand, the nortality
IS so nuch higher", and no real conclusion can be
dr awn, we now have a framework for having our
di scussions in a very focused and | ogi cal manner.

And the nice thing about this is it can
then be customzed for an operational or specific
threat. Next slide, please.

(Slide.)

So, you could take the sane matrix, but at
the top instead of taking the global DI A threat |ist,
all agents all over the world, suppose you were only
interested in the threat list for a particular country,

or a particular operation, or a particular CINC area,
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then you would sinply take the Intelligence assessnent
for that country, operation and area, and apply it in
this matrix, work the calculations, the algebraic
rules, and you would have a nedical risk analysis for
t hat operation, CINCdom or area. So it could be very
easily custom zed to whatever the specific intelligence
threat estimate is for that operation. Are there any
t houghts or questions?

(No response.)

Well, 1 actually got through the hardest
part of the brief, so after this it's all downhill.

Next slide, please.

(Slide.)
So, how would this change, if it would
change at all, the process that | shared with you

earlier? Another good news is it doesn't change the
process all that nuch. Each year, the DoD Executive
Agent would receive the validated Chairman, Joint
Chiefs of Staff Threat List. W would then talk to the
medi cal community and ask if any of the criteria had
changed in a significant way since the |ast review of
the threat |ist. If the criteria have changed in sone
way, we would then update, using the defined
met hodol ogy al ready approved by the AFEB, we would then

update the risk assessnment matrix and present it to the
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AFEB for your approval, review, validation.

| f sone criteria had changed SO
substantially that a new assessnent of that particular
I mpact of that criteria was necessary, then the AFEB
woul d ideally have the expertise available to focus on
t hat particul ar I ssue and make appropriate
recommendat i ons concerning that new variable. And then
we would return the product back up to Health Affairs
t hrough the Arnmy Secretariat channels. Yes, sir?

COL. DI NI EGA: I have a question on the
AFEB role in this. | think the determ nation of
criteria is sonething that the Board probably should be
able to review the criteria every year to see if it
needs changi ng.

Your third bullet on there says "reviews
and approves". Does that nmean you are |looking to the
Board to review the results of the risk assessnment and
bl ess the result?

Lt COL. SCHNELLE: I think so because no
nodel is perfect. So we mght do this nodel once.
Sonme small changes over tinme m ght have sone unforeseen
ci rcunst ances where the results, the decisions reached
m ght not pass the commopn sense test. " m using an
extreme exanple, but | think that's relevant. So, |

think we do need the AFEB review of the results each
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year just to make sure that the nodel that is devel oped
makes sense, and continues to nmake sense in ensuing
years. | don't think it needs to be a conplete review
of the nethodology, just of the results to make sure
gosh, that does make sense. Yes, | agree with that.

COL. DINIEGA: Well, | think we're talking
-- the nethodology is what |I'm tal king about that the
Board probably should review to make sure that it's up-
to-date and the right criteria is being used.

The application of the nethodol ogy and the
results, I'mnot so sure if it should come back to the
AFEB. | mean, if the nethodology works, unless it's
just a "does it make sense" check sort of thing --

DR. LaFORCE: Yes, that does make sense.

I mean, if the AFEB helps in establishing the criteria
and those are wused in terns of this particular
exercise, | think a -- | won't say a validation step --
but | think a comon sense step, does this sort of make
sense as it comes back to AFEB is reasonable. That's
reasonabl e.

Lt COL. SCHNELLE: It's not ny expectation
that this would be a deep, involved, tinme-consunm ng
process, it would just be sort of a brief presentation,
as has been traditional with the threat |ist anyway.

And nmy understanding is every year the threat |ist has
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your review and

COL. DI NI EGA: Right, that is a tasking

t hat we have.

Lt COL. SCHNELLE: Sort

of in that sense,

continuing that particular activity, that was ny

t hought .

COL. TAKAFUJI : VWhat | would recommend is

that -- | think what is catching everyone is the word

"approve", and the AFEB is a recommendi ng body, we all

under st and t hat. And | do think that an annual AFEB

review is clearly indicated. |If you go back to the old

gui delines that had been provided

t hi ngs have not changed substantially

in 1993, really,

in regard to the

AFEB's role, and that is to recommend to ASD Health

Affairs anything that may be new,

whether it's new

vacci nes or whet her it's new  approaches, new
anti biotics, whatever the issue may be. | think that
woul d be very appropriate. So, if | could just neke

the suggestion that we |eave that as
recommends”, is that acceptabl e?

DR. LaFORCE: Yes.

"AFEB revi ews and

Lt COL. SCHNELLE: Another thought, sir?

COL. DI NI EGA: Yes. Just a rem nder. |

think the AFEB' s responsibility right
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the BW threat |ist and to nmake reconmmendati ons on

medi cal co
in a previ

at net hodo

unt er neasures. But the other question | had,
ous life, | was involved with trying to | ook

| ogy and quantification of a nethodol ogy for

determning prioritization of diseases, and at that

time we | o

at the cr

oked at a way to quantify -- not only | ooked

iteria, but a way to quantify it so that

essentially you have a ready-made formula that you can

plug in variables every year, and the intent was that

once you h

list, then

ave the fornula and an initial prioritization

it would go to an expert panel for review

and validation, and then the expert panel could then

shift the

that sonet

formul a-derived results as they saw fit. I's

hing you have in mnd, is to quantify not

only the criteria, but quantify the nethodol ogy?

Lt COL. SCHNELLE: | deal Iy, yes. " m open
to the fact that we m ght not reach that ideal. The
decisions, the conplexities, mght not allow such
crispness in the nethodology, but that would be the

i deal end state, yes.

DR. LaFORCE: Those of us who have

experiences in trying to sort of quantitate things that

are in poi

nt of fact a bit difficult to quantitate,

just worry a little bit because "quantitate", to ne,

means put

(202) 234-4433
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if it's 1.562 it neans sonething versus sonething el se,
and I'"m not sure that the -- well, before I -- ny bias
is I'"'mnot sure that the precision that we have is so
precise that it's going to allow anyone to do sonething
nore than just set up criteria, evaluate them and give
a common sense judgnment where these things should fall,
rat her than a nunber.

Lt COL. SCHNELLE: My hope is that the
quantitative analysis will certainly allow the agents
to be categorized in bins that are sufficiently
di screte from each other that we have some confidence
in the separation, that we are not caught in saying
"Agent 1 goes into this bin because it's 1.562, and
Agent 2 goes in this bin because it's 1.563". My hope
is not so much to arrive at an ultimte nunber because
I think you're right, but the process of getting to
that number is going to be a little iffy, but we
certainly want a reliable nethodology, to the extent
that it's quantitative, that we arrive at discrete bins
that we have confidence in, and that wll take a
certain anmount of quantitative analysis to get there.
If it's totally subjective, it wll have to be redone
every time it's rediscussed. So, a happy nmedium
between the totally quantitative analysis and the

totally subjective analysis is nmy personal goal.
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DR. LaFORCE: I'mexcited to wait for your

presentation.
Lt COL. SCHNELLE: You're seeing nme three

weeks on the job, and |I'm excited by the commopn sense

applications of this technol ogy. So a year from now
you'll see nme the bitter, cynical staff officer who
says, "Hey, listen, this is the best we've got, nobve
out ™

(Laughter.)

DR. LaFORCE: There's several of wus who
have said "been there, done that".

COL. DI NI EGA: The criticism I n
prioritization that I'm famliar with has been that it
has been so personality-dependent that you cannot
reproduce the results. It all depends on who is in the
room And so | think it's going to be a happy nedium
because you have to take that criticism off the table

So it can't be all or one, that's why this thing about
having a formula to come up with an initial Iist of
prioritization and then having an expert panel go over
it to make sure it nmeets the conmmobn sense test night be
a way to do it, but there has to be, | think, sone
quanti fi cati on.

COL. BRADSHAW Il think we need to

certainly define our nethodology and neke sure it's
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reasonably reproducible, but 1 also agree wth Dr.
LaForce that the -- | don't know that we have that
degree of precision on everything, and where we have
the precision | think we should use it, but then we
shoul d define what's Hi gh, Medium or Low, and at best
this is fuzzy logic. | think you end up having to cone
down to sonme categorization and matrix to do it even if
you use nunbers in the early stage. | know with a
Partnership for Prevention, when they prioritized their
things to focus on for prevention, they used a fornula
-- they had a formula and they plugged nunbers into it,
but when they got down to the actual prioritization,
they grouped it into five categories because they
acknow edge that there is sone fuzzy logic to it, and |
think that's what we have to do with this.

COL. DI NI EGA: And the difficulty not
knowi ng previous nethodology is that you get stuck wth
a priority list from five years back and you have no
i dea how they arrived at it. And we definitely have to
get away fromthat.

Lt COL. SCHNELLE: Clearly, there are going

to be some challenges in this process. Next sli de,
pl ease.

(Slide.)

What | would like to do in the time we
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have remaining in this briefing is to ask you for your
of f-the-cuff opinions on what are the criteria you
consi der nost relevant and inportant, and are there any
criteria you consider of such overwhel m ng significance
you would recomrend weighting of some kind, that this
not be treated as equal anong all other equal criteria.
And subject to your questions, | will retreat to take
good notes of your discussion, if that's acceptable.

DR. LaFORCE: Davi d?

DR. ATKI NS: This is David Atkins. Agai n,
the criteria that are nost critical are going to depend
on what the purpose is. | nmean, if it's to give sone
ranking on prioritization of vaccine devel opnent,
obvi ously one of the nobst inportant criteria are do you
have an effective treatnent whereas if the aimis to
give sonme prioritization to other types of preparedness
in terms of stockpiles and things |ike that, then that
Is a different set of criteria. So, | think the right
criteria really depend on the actual question that's
bei ng asked.

COL. DINIEGA: Let nme give a little bit of
background to what Dr. Atkins is asking. In the past,
the only prioritized list that has been avail able and
that has been the "CGolden Rule" or the "benchmark" for

any activities in this arena, in the NB/C threat
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arena, has been the prioritized DIA |ist, and that has
been a concern to the nmedical comunity for quite a
while. And | think, if I'"mnot m staken, the intent of
the medical risk analysis initially was to provide
i nput into the devel opnent of the overall threat Iist,
and what it's going to end up evolving into, which is
okay, too, is that the Chairman's list will continue to
be based on intelligence information, and when that
list goes out people should be using that Iist along
with a nedical risk analysis result, conclusions,
before applying the threats they are going to be using.
So what |I'msaying is that the threat |ist

is used for both research and devel opnment activities

and prioritization. It's used for oper ati onal
activities prioritization and devel opnment. And so this
will give them another way to |ook at the threats in

maki ng decisions on what threats they are going to
addr ess. So I'm not so sure if you're asking for
several risk anal yses depending on what the purpose of
the threat |list --

DR. ATKI NS: | guess |I'm confortable with
the sort of matrix you applied and I'm al so confortable
with the coments |1've heard of trying to be
quantitative within those boxes but not thinking we can

cone up with a formula to add up all the different
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Hi ghs and Mediunms in those boxes into one nunber. ['"'m
just saying that depending on the decision you're
maki ng, how you weight the information in those boxes
may change. I nmean, if the decision is where should
we prioritize our vaccine developnment, then we m ght
give nore weight to a couple of those boxes. If the
question being asked is what should we be doing in
terms of other elenments of preparedness, then we m ght
have to be giving nore weight to other boxes. And |I'm
not suggesting comng up with a new nechanism just
t hat people think about that -- that be explicitly on
the table when they are |ooking at a matrix and com ng
up with some gl obal, subjective conclusions.

DR. LaFORCE: Yes, because on the one hand
you do have a suggested list of criteria that are
listed here in terms -- and what | was struck with is
the criteria, mainly medical criteria, and I would have
thought that all of that is nodified by a judgment on
whet her there's any evidence that this particular agent
has been weaponi zed because if the answer is yes, that
noves it -- that 1is a weighting factor that so
outstrips everything else. If it's been weaponized, |
would think that this is then an item that's a mjor
threat to any serviceman anywhere.

DR. ATKI NS: Well, she had that nmatrix
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t hat put the two together.

DR. LaFORCE: Yes, that we can have
medical criteria and the nedical criteria, in fact,
pale a bit in terns of what the threat is. Have | nade
nmysel f clear?

Lt COL. SCHNELLE: Yes, sir, but the risk
assessnent matrix -- you consider the nedical risk
conclusions separate from the intelligence estimte
preci sely because you're going to use them later in a
very concrete, physical way.

DR. LaFORCE: OCkay.

Lt COL. SCHNELLE: Col. Parker?

COL. PARKER: Col. Parker. Let ne kind of
use an exanple that's always been a pet peeve of m ne.

We have our intelligence |ist based upon weapons
systems, R&D programs in an attenpt to recognize a
number of countries that nmay be working on it. And
that kind of gets sorted and ranked and so forth, and
so you may have an exanple of ricin that kind of floats
to the top, or near the top, of the list because we
t hi nk X-nunber of countries mght be working on it --
in fact, maybe sonebody has weaponized it in sonme form

But when you then | ook at things |ike sone
medi cal criteria and sonme of t he physi cal

characteristics of ricin, it's toxicity, which when you
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do some math there is going to require some quantities
of ricin to be an effective open-air battlefield type
weapon, so is that conceivable even if sonebody did
weaponi ze it? Well, mybe it's conceivable, but how
practical is it?

DR. LaFORCE: Right, and one of the
criteria is practicability of threat.

COL. PARKER: The practicability, so
you've got to factor that in, but with sonething I|ike
smal | pox, the probability of wus seeing smallpox, |
hope, is real low, but the consequences are very high.

So, really, the mtrix is trying to help us better

bracket sonething, you know, |ike smallpox, is probably
going to be lower on that threat |ist because wth
others it's only suspected. But if you see it and all

of its characteristics, it's going to be an extrenely -

(Si mul t aneous di scussion.)

COL. TAKAFUJI : There are several ways of
| ooking at threats. One is, of course -- and what
we're trying to do is keep pure the intelligence
country-based threat assessnent that cones wth pure
intelligence and so forth. There's a comrunity that
needs that kind of information and we've decided not to

touch it. So we're |eaving that part pure.
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This part, which is the nedical risk

assessnment, |ooks at these different agents from the
st andpoi nt  of medi cal i npact, and the focus is
primarily on operational nedicine -- in other words,

units nmoving out and whether they can function and
whet her they are truly protected or not.

It goes w thout saying that when these
things come to the AFEB, the AFEB does have a
responsibility and role to recomend whether there is a
need for a new vaccine, a better vaccine, other
antibiotics, other counternmeasures, whatever they my
be. And I think that when you | ook at these types of
lists, therefore, that option is always open. It's not
that the AFEB needs to integrate wth the threat
assessnent so nmuch, but |look at everything and neke
recomendati ons back to us. Those things wll be taken
very seriously and they will carry a |ot of weight, |
can assure you, when the ASRAM neet to |ook at
priorities and so forth.

DR. LaFORCE: Wayne?

CDR. M:BRI DE: A coupl e of coments. VWho
Is the intended recipient of this analysis, who are we
doing this for? Wuld this be for the warfighters,
would it be for the nedical folks to determ ne what is

a need for vaccines, or to develop new nedica
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responses, or is it for everyone? Who is our intended
audi ence, for everyone? So, | think it's inportant to
keep that clear and go in that direction.

Wth regard to sone additional criteria,
|"ve had some thoughts just for our consideration that
may be hel pful as we develop a risk analysis tool, and
anong these additional criteria would be perhaps the
persi stence or stability  of the agent in the
environnent after it's released, ease of detection if
it's been released, and perhaps ease of diagnosis once
one has been infected or exposed to it, and those would
be additional considerations on a list of criteria.

DR. LaFORCE: O her comments?

CAPT. SCHOR: | would make two comments.
One is that | have difficulty understanding that this
has any inpact on operating forces. A nmedical matrix,
all | need is the list fromliIntel to go in and tell the
General that Country X has this, this and this, and can

do this, this and this, and | say | need to do this

this and this to counteract that. | don't need any
ot her nmedical matrix list to tell ne any of that. So,
I think -- you know, as this discussion went on, ny

sense is this is only looking at the acquisition and
product devel opnment side of the house. And that's an

i nportant thing, but | think that it needs to be | ooked
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at in that. | don't see it as an operational thing per
se, Col. Takafuji, | just don't see it that way.

And the other thing is, the nore vari abl es
you put on your list, the less inpact each of those
variables mght have in the overall sem-quantitative
ranki ng that they would contribute to the nodel.

COL. TAKAFUJI: One thing that we have to
remenber is that when we speak of the operational
applications, | agree with you, Capt. Schor, that needs
to certainly be kept in focus in terns of what the rea
threats are to fighting forces. But having a threat
and having a countermeasure is very inportant for the
war fighter to understand. |If you have, for exanple, a
force that is totally imunized against anthrax, |

woul d think that that threat drops farther down on the

threat list in ternms of potential inpact of that
di sease. So sonmewhere in there there has to be that
medi cal sort. In other words, if you went to war with

a certain country and that country had weaponized
anthrax, pretty good Intel on that but your forces were
totally protected through vaccination, it my not be as
high on the threat Ilist from the standpoint of
oper ati onal nedici ne.

The other part to renenber is these threat

lists are | ooked at by a whole variety of operational
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forces. They include Special Ops and so forth. So
there's all kinds of sorts that each unit would place
on this depending on their mssion and so forth. So we
need to keep that in mnd, too.

We're trying to do a lot, but yet keep it
sinple but applicable to as many different potential
custonmers out there, and it's not an easy sort to do.

DR. LaFORCE: Let's finish this round of
comments and then we'll break. LtCol. Curling.

Lt COL. CURLI NG This is LtCol. Curling.
| have two comments, one to address the application of
this list and one to address the operational
i mplications, and they sort of go together. If you
| ook at the criteria suggested including the detection

and diagnosis and other things that have been added to

it, the top portion of the list -- norbidity,
nortality, conmuni cability, infectivity, i ncubati on
periods -- are characteristics inherent in the agent,
and t he det ecti on, protection, vacci nation

I mmuni zation and so forth are responses to the agent.
And what you are doing is you are adding to the
characteristics of the agent what you can do about it.
And, therefore, the application of the matrix can be
to identify vulnerabilities that you can address in

your response in research and devel opnent or
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procur enment of physi cal protection or medi cal
protection that's not currently available in the
stockpiles of the operational forces, and this conmes to
the operational response.

If there is a threat in the AO area of
operations, that a conmmander is concerned wth, that
turns out to have a very low nedical inpact, then
operationally that threat is probably mninmal. And
examples could be ricin or aflatoxin or other agents
which will have either inpractical application on the
battl efield, or no nedical effect. And an exanpl e of
that may al so be anthrax against a protected force, and
that will certainly have an operational inplication in
the planning for that theater.

So, those considerations have got to be
consi dered other than do they have it and can they use
it. The third part of that is, what will it do to ny
force? WII it decrement nmy forces? And if we can
nedically say no, it won't, or nmedically say yes, it
will, that's a piece of information the operational

commander is really going to be interested in.

COL. PARKER: And I'Ill butt in real quick,
too, and use the other exanple of small pox. There's
tertiary effects wth that also. And if it's not an

i mmuni zed force, have we thought about what's going to
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happen if we see one case of small pox and quarantine is
going to be inposed, and now the additional requirenent
for taking care of everybody in that theater of
operations, nobody is com ng hone. So, | nmean, this
medical analysis | think wll be wuseful from an
oper ati onal and medi cal perspective.

DR. LaFORCE: Dana?

COL. BRADSHAW | wusually agree with Ken,
but I would agree with these other folks in this case.

And | think why commanders are definitely going to be
interested in the mssion inmpact and the medical
information is going to be definitely useful for them
to ook at mi ssion inmpact of a certain agent, and case
fatality ratios, lost duty days, norbidity -- all that
is going to affect the m ssion, and they are going to
be interested in that, and that's information we'll
need to comrunicate to them and we can use a matrix to
do that or we can -- but | think that will still be of
i nterest.

DR. LaFORCE: Rosemary.

DR. SOKAS: | think, establishing the
criteria, there should be as precise and as many as
possi bl e, but then you have to wei ght them because they
are not all going to be equal.

| have a question to raise, and | don't
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know how inmportant it is to consider this, but for
personal protection equipnment, either equipnment or
vacci nes or whatever, the potential adverse effects of
the personal protection itself has to be weighted --
heat stress from different kinds of outfits, breathing
resi stance, adverse effects from the vaccines, all of
that kind of stuff. And the question -- the weighting
of that varies depending on the other parts of the
mat ri X. If it's a lowyield threat, you're going to
wind up with -- | nean, 99.999 percent of the tine
you're protecting against sonething that's never going
to happen, it seenms, and so if that's the case then
you've got to be a little nore careful about the
potential adverse effects of the protection itself.
And | don't know how you figure that in, but that's
just a thought.

DR. LaFORCE: Why don't let's break --

COL. DI NI EGA: | have a comment before we
take a break. One is a remnder if you can donate a
little bit for the snacks. And then two is, if there's
anybody who's going to be here at lunch and wants to
order a working lunch, you need to see ne and fill out
a formso that we can get that ordered.

DR. LaFORCE: Okay. Let's break until

five after 10:00, if we coul d.
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(Wher eupon, a short recess was taken.)

DR. LaFORCE: The next speaker this
norning is Dr. Linden, the Research Area Manager in
Med/ Chem Bi o Def ense.

DR. LI NDEN: Good norni ng. Those of you
who know nme from ny very recently previous life, or in
t he process of beconm ng previous life -- |'ve been at
USAMRI I D for 20 years as the nost recently the Chief of
Research Progranms, but now I'min the process of noving
to the Research Area Director of Medical, Chem cal and
Bi ol ogi cal Defense Research Program which is a joint
program managed by Medical Research and Material
Command, and |I'm sure you're famliar with that. Next
slide, please.

(Slide.)

Qur mssion is to protect service nenbers
on the chem cal and biological battlefields, and |I was
asked today specifically to focus this briefing on
bi ol ogi cal defense, so some of the slides will nention
chem cal and biological, part of the RAD 4 briefing
set, but I will just try to focus on the bio for you
today. Next slide, please.

(Slide.)

The program becane joint and was renpved

fromthe services in 1996 under the Public Law as shown
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her e. One of the inportant features of this slide is
the Arny remains the Executive Agent for the program
but now since FY96 we've developed an integrated and
joint budget that goes forward for funding across the
entire spectrum of acquisition, the RDTE, acquisition,
procurenment, and so forth. Next slide, please.

(Slide.)

This is a sinplified version of all of the
conplex interactions that take place in terns of
di recting, managing and executing this joint program
The program is overseen -- | guess is the correct verb
-- by the Joint NBC Defense Board in coordination wth
a Medical Subgroup of the ASBREM -- do you all know
what that acronym nmeans, or do | need to dredge out --

DR. LaFORCE: Pl ease.

DR. LI NDEN: Armed Services Bionedical
Research Evaluation and Managenent, and | forget
whether it's Group or Commttee there at the end.

The Joint NBC Defense Board has two

functional entities under it, Joint Service Integration

Group which develops the requirenments -- and LtCol.
Bryant Scott | saw in here earlier, | don't nowif he's
in the room at this noment -- he is from the AMED
Center and School, and that's where they work on

devel oping the requirements for the Medical Defense
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Material, which also includes all the vaccines and so
forth. The Joint Service Material Goup 1is the
mat eri al devel opment entity of the NBC Defense Board,
and we have representatives -- we, out of MMC, have
representatives at the General O ficer |level as well as
the Action Officer level, and serve both of these
groups. The JSMG group here devel ops the budget and
basically develops the research plan, the joint
Chem Bio Defense RDA -- Research, Developnent and
Acqui sition Plan.

In order to conplicate things even
further, let nme point out that the person who sits in
this position, which is now nme, also serves, in
addition to being the Action Oficer to this group and
wearing a couple different hats and titles, serves on a
Joi nt Technol ogy Coordinating Goup for medi cal
chem cal and nedical biological defense, and that
supports the ASBREM There will be a quiz at the end.
Next slide, please.

(Slide.)

The main |locations where we carry out or
execut e/ conduct the research for the Medical Biological
Def ense Program are all |ocated here in Maryl and. You
are here at Ft. Detrick where we have USAMRII D, where

we're having this neeting, as well as our own
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headquarters, as well as the offices of the Joint
Vacci ne Acquisition Program where Richard Paul is and
he's our next speaker who will talk about the advanced
devel opnent aspects of the vaccines, Walter Reed Arny
Institute of Research at their new facility in Forest
G en, as well as the Navy Medical Research Center which
is co-located with Water Reed, also participate in the
program as does the Arned Forces Institute of
Pat hol ogy, and the Arny Medical Research Institute of
Chem cal Defense, our sister |aboratory located up in
Edgewood. Next slide, please.

(Slide.)

Some of what's on this slide goes back to
previous discussion this nmorning and sonme of the
briefings that you heard from the Intelligence
conmuni ty. Protecting warfighters is a multi-faceted
effort and requires the participation of the entire

spectrum of the Defense community. Qur focus is on the

nmedi cal count er neasures here, the devel opnent of
vacci nes, drugs and therapeutics, as well as on the
education and training, and [I'Il talk about those

thi ngs throughout this briefing. Next slide, please.
(Slide.)
For those of you who aren't famliar wth

t he product devel opment program for the acquisition
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rules and regulations in the Departnent of Defense,
this is the very barest of mnimal introductions. Qur
funding is divided up by buckets or these nunbers --
6.1, 6.2, 6.3 -- and the definitions, the very
abbreviated definitions are here -- the nopst basic
research, applied research, and concept exploration.

This grouping down here essentially constitutes what we
refer to as the technol ogy base, or the tech base, and
there are a couple different subdivisions of this that
are nore subtle where things are either grouped 6.2 and
6.3 together or 6.1 and 6.2 together, depending on who
you are talking to and what rule book they are | ooking
at . But regardless of that, basically, at this point,
as a boundary between this funding, 6.3 concept
expl oration, and higher levels of funding is what we
term a Mlestone | transition. This is where, for
example, for a vaccine, you go from the point where
you've done all the |I|aboratory work and produced
material that you believe you could get approval from
the FDA for putting in people, and submt an IND and go
into Phase | clinical trial, and the advanced
devel opnent part of this program where you do all those
clinical studies and the further mnufacture and
devel opnent of a product, it's under the purview of the

Joint Program Office for Biological Defense, and the
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people who carry that out, that program out, is the
Joi nt Vaccine Acquisition Program and like |I said, you
will hear from Richard Paul on that. So, the Joint
Program Office for Biological Defense has the decision
authority over the advanced developnment of these
products for biological defense, and is called the
M | est one Deci sion Authority.

To conplete the explanation of this side,
Gen. Parker, the Commandi ng General of the Arnmy Medical
Research and Materi al Command, is the M/lestone
Deci sion Authority for the products for the chem cal
def ense. Next slide, please.

(Slide.)

You'll see this slide in the next briefing
also. And it's intended to give you a sense of how our
l'ifecycle of product devel opnent in our world here fits
into the outside world, specifically into the FDA
process or the process that the pharmaceutical industry
woul d use, to conduct research and devel opnent and
actually produce a drug or a vaccine and get it
| i censed. And so the top part of this, just a little
bit different termnology for the funding -- the 6.1,
6.2, 6.3 funding, the basic research, applied research,
concept exploration -- these are the kinds of things

that go on in the tech base here -- for exanple, in
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this | aboratory where the research is being conducted
on bi ol ogi cal defense vacci nes.

It's very difficult to divide science up
into neat boxes wth solid boundaries, and so right
here between the |abs doing this devel opnent is where
things get kind of fuzzy many times. And we've spoken
to people in the drug industry, and even they say
absolutely, this is the hardest part of the whole
thing, right here where you' re taking something from
the researchers at the bench and trying to turn it over

to people who have a nore applied or nore pragmatic

m ndset -- |like, okay, tell nme how to nmake this stuff,
tell me how much to make, and let ne get it into
bottles for you -- and it's very hard for people who do

research at the bench to think that way, but there are
certain criteria that need to be nmet in order to do
this successfully, and we have to work very closely
across these two areas with the scientists and the
managers and so forth in order to get a successful
transition fromthis domain into that domain.

| wanted to point out one critical thing
here, which is that for biological defense vacci nes we
have a very difficult time mnmeeting one of the FDA
requi renments, which is denonstration of efficacy in

humans. W don't have the luxury, when we're
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devel oping a new vaccine for plague, for exanple,
specifically a vaccine to protect against an aerosol
delivery of plague. There are no natural outbreaks of
aerosol plague, that we're aware of anyway, in the
wor | d. So there are no populations in which we could
go and test a new plague vaccine. Unlike the case, for
example -- 1'll use cholera just because it was on sone
of the previous slides that you saw earlier this
norning, and also there are in the infectious disease
community vaccine efforts for that.

If you want to develop a vaccine for
cholera, you can go to several places in the world
where you can predict that at some point there's going
to be a cholera outbreak, and you could inmunize a
portion of the population and you could do a double-
blind controlled clinical study to denonstrate that
your vaccine protected against cholera. W can't do
that with biological defense vaccines, and so we have
to rely on ani mal nodel s.

In previous presentations, you may have
heard this issue discussed at |ength. Last year, the
FDA published a proposed new rule which describes
criteria under which they mght consider accepting
animal efficacy data as denonstration of efficacy in

support of |icensure of a vaccine. | don't know what
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the time line is on that rule, I'm sure there have been
many comments on it, and the process is that the FDA
will review all those coments and then publish either
a revised rule or their assessnment of the coments in a
final rule. Does anybody el se know what kind or time
line that's on?

(No response.)

Ckay. | don't. But that's out there, and
the intent was not just to try and help the Defense
community, but there are other exanples in the Public
Heal th community where it would be very desirable to be
able to wuse animl efficacy data in support of
licensure of a vaccine. As it is, of course, we stil
have the same requirenents as always for denonstrating

safety both in animl nodels and in humans. Next sli de,

pl ease.

(Slide.)

This is just a wring diagram of how the
Medi cal Bi ol ogi cal Def ense Resear ch Program is

structured, to kind of give you sone sense of how we're
put together.

Down here on the lower portion of the
slide, about two years ago we reorganized the program
into the tech base, the basic research parts of the

program into the dommi ns of Vaccines, Therapeutics and
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We did this in part because previously

t he program had basically been stovepi ped by agent, and

we divided up
know, this nu

t hat agent,

all the funding into little boxes -- you
ch nmoney for this agent, this nmuch for

and so forth -- and it becanme very

cunbersome and didn't allow for a lot of flexibility

for us to address new and energing -- not only new and

emerging threats, but new and enmerging scientific

approaches to

pr obl ens.

solving and addressing sone of these

So, within each of these donmmins we then,

of cour se, subdivided into Viruses, Bacteria and

Toxi ns, and the Diagnostics is a singular effort in and

of itself, whi

ch I will describe in a nonent.

The nmobre nmature research efforts -- and,

by and | arge,

this neans those things that are really

mature in the concept exploration phase, the 6.3

funding -- get identified and witten up and submtted
for review and appr oval as Def ense  Technol ogy
Obj ecti ves. These are descriptions of a problem or a

project that has a specific time line of about three to

no nore than five years, with a very defined end point

to it. And

that end point

in the case of devel oping new vaccines

is usually, I would say, generically to

have acconplished sufficient research so that we have

(202) 234-4433
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the necessary data to present for a Mlestone |
transition, or an FDA read-ahead package, or sonething
like that, something that basically indicates that
we've got a vaccine candidate to a point where it's
mature enough in the research phase to consider
evaluating that for nmoving forward into the next phase
of devel opnent.

So, the four things that we have Defense
Technol ogy Objectives witten for at the nonent are the
st aph-enterotoxins, encephalitis viruses, nulti-agent
vacci nes, and the comon diagnostic systens, and |'I|
tal k about each of these specifically in a few nonents.

These were preceded historically over the
past sever al years by Sci ence and Technol ogy
Obj ectives, which is the Arny version of the Defense
Technol ogy Obj ectives, and this basically reflects the
transition in the FY96 or so time frame from a program
managed by the Arnmy to a program managed jointly. Next
slide, please

(Slide.)

Throughout all of our research efforts, we
share sone fairly conmon t echni cal approaches
regardl ess of what the type of threat agent is. At the
very basic research effort, we want to identify the

mechani sms involved in the disease process, whether
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we're tal king about an infectious agent or a toxin. W
want to identify candidate nedical counterneasures,
whet her they are vaccines or drugs, to either prevent
the effects of these agents or to treat them if a
person were ultimtely to be exposed to them and as |
di scussed in sone length just a few nonents ago, we
need ways to evaluate the effectiveness of these
counterneasures that we're developing so we invest a
fair amunt of effort actually in the devel opnent of
animl nmodels for these various biological threat
agents. You nmay or may nhot be able to go to the
l'ibrary and pull out scientific literature that
descri bes for you a good aninmal nodel that mmcs the
human di sease for a biological threat agent. Actually,
you could do the sane thing for the infectious disease
agents, too. There are not necessarily four-1|egged
critters or other life fornms that give you good nodels
for human di sease in many cases, so we need to devel op
those here in our own |aboratories wth our own
researchers, or within our own program at |east.

And last, but not Ieast, we need the
capability to identify these agents and the ability to
di agnose their presence or their effects in clinical
speci mens. Next slide, please.

(Slide.)
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| just have a series of slides here on the

Def ense Technol ogy Objectives that | just identified
for you, and | divided these up -- | think you all, at
|l east at the table, should all have the hard copies
which will be a little bit easier to read -- into the

Obj ectives which actually kind of look very simlar
from DTO-to-DTO, but | also put sone of the recent
acconplishnments on here -- I'"m not going to read those
to you, but you can get a pretty good sense of what a
Def ense Technol ogy Objective is in the content vaccine
devel opnent - - for exanpl e, by |ooking at t he
acconplishnments that we included here on this slide for
t he staph-enterotoxins.

We've prepared a pilot batch of material

using good nmanufacturing practices, devel oped and
validated assays that wll support doing pivotal
studies in animls as well hopefully, we believe,
ultimately in humans. First, we devel oped the vaccine

candidate and also did some of the critical aninal
studies that need to be done in order to consider
noving forward with this kind of a vaccine. Next
slide, please.

(Slide.)

For the nmedical countermeasures for the

encephalitis viruses, we recently had a MIlestone |
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vacci ne candidate product, for further
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Program nmeani ng

candi date, this

devel opnent .

It's being produced under good manufacturing practices.

We had to do a prescribed series of

safety tests in

animals, to include neurovirul ent studies because this

is alive viral clone, and because it's

live and it

s a

virus and it was derived from a virus that causes

encephalitis and is neurotropic, the FDA requires that

neurovirul ence testing be done.

It has shown -- this vaccine candi date has

shown excellent safety profiles in the animal

that have been done, as well as excellent

again, against an aerosol <challenge.

Bi ol ogi cal Def ense Program that's

chal l enges that researchers generally do that

studi es

ef ficacy,
Wthin the
one  of t he
t he

and

Public Health community don't have to deal with,

that is that we believe the threat
force on battlefields from biol ogical

to be via an aerosol, and that's not

that's not the normal route of transm ssion for

the disease in its endemc form

to

the mlitary

agents is going

in nmost cases,

ei t her

it's naturally

occurring form or for other infectious diseases.

slide, please.

(Slide.)
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Mul ti-agent vaccines is one of our newer
DTOs, and we fornulated this because, as we all know,
| ogistically it's not realistic to believe that we can
line up the force and immuni ze people against the top
ten threat agents. That's in addition to all the other
vacci nes that they receive because they are nenbers of
the Arned Forces, and we've seen now from experiencing
the anthrax vaccine imunization program how difficult
it is logistically to inmunize people repeatedly wth
one vaccine, or just to immunize them at all with a
special -- essentially a special vaccine.

So, within our tech base we started a
number of years ago to explore the concept of nmulti-
agent vaccines, and not just sinply taking three
di fferent vaccines and m xi ng them together in the sane
vial and calling it a "trivalent"” vaccine, but actually
| ooki ng at nol ecul ar bi ol ogi cal t echni ques and
approaches to acconplishing a truly multival ent vaccine
-- you know, one thing that you can inject that wll
protect you against nmultiple threat agents.

The two technol ogies that are being
pursued for this are to wuse the wviral replicon
platforms, which we're using one derived from the
Venezuel an Equi ne Encephalitis vaccine, the VEE 3526

and then naked DNA vaccines. Those technol ogi es appear
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to be very promising in ternms of their ability to
string together the genes for the antigen's interest
that you want to use as you immunogens to elicit
protection, and the VEE replicon, the viral vaccine
vector for the multi-agent vaccines |ooks extrenely
prom si ng. Qur folks have denmponstrated the proof of
principle in animals of putting in two or three genes
for the antigens for different agents, as described on
the slide. | think what's on the slide here, we've
shown that the replicon vector is capable of expressing
the genes for the heavy chain of BOT neurotoxin-A,
which in and of itself is one of the vacci ne candi date
conponents for a nmultivalent new BOT vaccine -- that
the heavy chain of BOT-A, plus SEB for which we have a
genetically engineered candidate, a trivalent version
with BOT, SEB and the PA gene from anthrax, and then
another version of the replicon that expresses the
gl ycoproteins from two different henorrhagic fever
viruses, Ebola and Lassa.

In ani mal nodels, these have been shown to
be protective against challenge with the respective
agents. It'"s a very prom sing technology that is due
for a transition -- or due for wus, | think in this
case, to achieve a proof of <concept and identify

candi date antigens to go into a mnultival ent vaccine. |
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don't have the date witten down here, but | think it's
in 03, 04, sonething like that, within the next couple
years. Next slide, please.

(Slide.)

The last DTO that | want to talk about
that we have is the comon diagnostic systens. This is
an effort where we have been very successful in
partnering with other research |aboratories within the
Department of Defense as well as within the civilian
sector of the Governnment as well as industry. Some of
our Governnent partners include DARPA, the Navy, Walter
Reed, the Arnmed Forces Institute of Pathology, the Air
Force, the nonmedical community, the Sol di er Biol ogical
Chem cal Command up at Edgewood -- sone of you m ght be
famliar with that -- as well as the Canadians. And we
have a nunmber of comercial partners in the devel opment
of these devices, as you mght inagine because our
folks aren't the engineers,, but there is a big effort
out there in the biotechnology industry to devel op
hand-held portable devices capable of doing the
clinical diagnostic work for application throughout the
entire health care universe.

So the focus of the comon diagnostic
systens is to develop the state-of-the-art technol ogy

and the reagents of the protocols and so forth that go
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along with that for the rapid identification of not
only biological threat agents, but also the endemc
i nfectious disease agents. This is very inportant. It
passes the "mke sense" test for a change because, as
you all know, there's only going to be one health care
system depl oyed on a battlefield. You're not going to
send a medic out there with one device to diagnose
endem c infectious diseases, and another device to
di agnose bi ol ogical warfare agents, and another device
to diagnose sonmething else, whatever that m ght be.
There's going to be one piece of equipnent. The
clinical |aboratory and the technicians and the nmedics
have to have one |ab, one device, one whatever, to be
able to take that «clinical specinmen, whatever it is,
and get an answer.

And so a couple years ago we actually got
the Program Managenent entities for the Biological
Def ense and I nf ecti ous Di sease Research Program
toget her, and even though |I wll say that the bul k of
this is funded from the Biological Defense Research
Program we got buy-in from the Infectious Disease
community to go forward with a joint effort where we're
going to focus on developing the technol ogies and then
maki ng sure that what's built into the capability is

the ability to diagnose all the relevant disease
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threats that soldiers mght face on the battlefield.
Yes?

DR.  SOKAS: I'm wondering if you do
sanpling for nonbiological specinen so that -- air
sanpling, for exanple, for biological exposures?

DR. LI NDEN: Air sanpling does not fall
within our mssion, but the -- we work very closely
with the detection community because where the Venn
di agrans cone together is on the agent identification
Is on the agent identification. The fol ks who are doing
the detectors with the point stand-off detectors want
to be able to -- you know, the point detectors wll be
t he ones doing the air sanpling. They are going to end
up with a sanple within those systens, for exanple, the
bi ol ogi cal identification and detection system They
have the little filtration, the ticket technol ogies,
built into that system but they quickly realized, once
they deployed those devices in various areas of the
world, that they got a lot of positives or a |ot of
fal se-positives out of those, and they needed the

capability to confirm and get better data on those

sanpl es. And so the way that is done now is through
the theater Army Medical Laboratory -- which is a
little bit of a diversion from this briefing -- but

t hose peopl e have technicians assigned here at USAMRI I D
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that work with the Diagnostics Goup, and they are
equi pped to be able to do sonme higher order |aboratory
tests to do the confirmation on those sanples that cone
out of the detectors. In fact, for the Advanced
Devel opment Program -- which you are not going to hear
about this particular thing today -- there is an effort
to develop -- the Common Diagnostic System for

bi ol ogical threats and endemc infectious diseases is

the DTO, the Defense Technology Objective. It has as
its objective a transition soon -- it would be within
this calendar year, | believe, for FYOl -- transition

to advanced devel opnment of what is going to be called
t he Joint Biological Agent Ildentification System Now,
that being said, an inportant distinction is in the
nonmedi cal community for the people who are doing
sanpling from battlefield detectors, they don't need
FDA approval of that test that they' re using for agent
identification, but we do need FDA approval for that
test that we're going to use for agent identification
in a clinical sanple in order to use as a basis of a
di agnosi s. And that's the part that requires a whole
lot nore effort and a whole |ot nore noney. So,
really, the focus on that Joint Biological Agent
Identification System is going to be on the clinical

aspect of it, at least initially, because that's the
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part that's the hardest part.

Lt COL. KI M Lt Col . Kimm If 1 could
just make one quick point. That is a very inportant
poi nt . The fact is that there is only one TAM

(phonetic), and in nmany cases there are going to be
Preventive Medicine personnel, medi cs, col l ecting
envi ronnental sanpl es. So this close coordination
can't be overenphasi zed.

DR. LI NDEN: Next slide, please.

(Slide.)

The next couple of slides are focused nore
on the bottom half of that wiring diagramthat | showed
you earlier, talking about the tech base, the things
that are not mature enough to be fornulated as DTOs at
this point in tinme, but these are the areas where we
are focusing our efforts, looking to the future.

Genetically engineered m croorgani snms and
the emerging threats -- big, big issue. A lot of
people are real spun-up about this. Actual ly, they've
been spun-up about genetically engineered threats ever
since about the md-'80s.

| keep telling people that Mother Nature
did a real good job of nmaking bad bugs, but | don't
know if they believe me or not. Anyway, we along wth

a nunber of other agencies, to include DARPA and
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Departnment of Energy, and | guess -- Steve, | see you
sitting there -- CDC, Health and Human Services, have a
consi derabl e ampbunt of noney now invested in sequencing

of threat agents to identify the things that we think

are the nost significant and will be the focus of any
kind of illicit or offensive activity which would be
the virul ence factors, toxins -- production of toxins -

- and also antibiotic resistance genes.
W feel if we develop the capability to
focus in on those things, whether from a diagnostic

perspective or even a vaccine or a therapeutic

perspective, that we'll be able to deal wth these
kinds of threats in the future. And | guess that's
what | just said, |ooking at broad-spectrum drugs,

advanced di agnhostics, and so forth.

And sort of along the sanme concept of the
mul ti -agent vaccine, you know, inproving the medical
| ogi stics and so forth, is the concept of, dare | say,
nonspecific immunity -- something will probably fall
off of me for saying that -- that's another area that's
been of high interest for a nunber of years, and not
terribly successful at least to this point in tinme, but
this also has sonme political attention, this whole area
of nonspecific imunity and imunonmodul ators, the
possibility of giving people the magic pill or the
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magi ¢ shot right before they go into the threat area
that will turn on their immune system or if not turn
it on, stinulate it in such a fashion that it would
respond with a faster and nore robust response to
various threats. | don't know if this is going to be
possible, but it's certainly an area that we're paying
attention to and | ooking into. Next slide, please.

(Slide.)

In the tech base of the Diagnostic
Technol ogies, we want to nove beyond the PCR base
things that we're looking at right now. I n other
words, the focus right now and the things that are

going far forward and the devices that are being

devel oped is on the nucleic acid analysis. Toxi ns,
protein toxins, in my definition, don't have nucleic
acid in them although 1've heard people nmake the

argunment that crude preparations of toxins would be
contam nated with nucleic acid, but | personally don't
think that's a real vigorous approach to the problem

But we want to expand the <capability to include

i mmunol ogi cal appr oaches, and very sensitive
I mmunol ogi cal approaches to agent identification. We
want to identify new agent targets -- you know, you've

nucl eic acid, you've got proteins, and maybe we can do

sone ot her ki nds  of analyses to help wus wth
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identifying some of these agents.

And then last but not |east, the animl
nodel s and the validation of "gold standards”, an this
Is going to support our whole program ultimately in
terms of what we're able to do in identifying surrogate
mar kers of protection and so forth for not only the
di agnostic technol ogies enploying those, but also the
vacci ne devel opment. Next slide, please.

(Slide.)

And in the tech base for the nedica
count erneasures for the bacteria, viruses and toxins --
the next three slides are going to |look very simlar
For the bacterial agents, we are |ooking at either next
generation vaccines for in the case of anthrax and
pl ague where both of those are based on reconbi nant
proteins, as well as vaccines for agents for which
there is no vaccine, such as glanders and nelioidosis.

Again, we want to wunderstand sort of the nore
fundanentals of the bacterial threats, the nature of
the virulent factors and so forth, and we want to be
prepared to be able to address the issues of antibiotic
resi stance.

Wth respect to therapeutics for the
bacterial agents, we have a nunber of cooperative

agreenments with industry to Jlook at the newest

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

23

24

25

72

antibiotics as well as things that they have in their
devel opnent pipeline so that we can make intelligent
recomrendati ons on what to treat sone of these diseases
with. As you all know, for exanple, there aren't very
many cases of glanders that occur in the United States,
and if you go and l|look at a textbook, some of the
recomrendations for treatnent of that disease are
pretty outdated. But we can do the animal studies here

in the | ab and make the appropriate recommendati ons.

Anot her one was, well, during the Gulf
War, what do you treat anthrax with? Well, if you |ook
at the textbooks, it says you <can treat it wth
penicillin or you can treat it w th doxycycline. So,
that's great. Those are good things in the logistics

chain for deploynment with troops and so forth, but so
I's ciprofloxacin. So there is the question, does that
work? We have to do the studies. There aren't going
to be any human studies on that, but we have to do the
animal studies in the |[ab. So that's where we're
headed with the therapeutics for bacterial agents, as
wel |l as, again, the inmmunonodul ators, |ooking at the
potential for those to be used in treatnent of sone of
t hese infections. Next slide, please.
(Slide.)

For viruses, again, vaccines, |ooking at
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expanding the multi-agent platforns and again | ooking

at the emerging viral threats. For the therapeutics,
the same kind of approach. We have a nunber of
cooperative agreenents wth industry where we've

identified nolecular targets of the viruses that we're

interested in -- the pox viruses and tula viruses and
so forth. And we can go to industry with a |ist and
say, "If you have drugs that |ook like they inhibit

this enzyme or this step in viral replication or
what ever, that's a drug we'd be interested in testing
agai nst pox viruses and tula viruses, would you share
some with us?" And that's what they do, and there are
a nunber of promsing |eads that have been discovered
usi ng that approach. Next slide, please.

(Slide.)

Toxins, again, nostly reconbi nant vaccines
for the various BOT-sera types that are of interest.
We've already nentioned the vaccine for the staph
ent er ot oxi ns, and we're working on redefining a
technol ogi cal approach for a ricin vaccine. Initially,
several years ago, the approach was basically a ricin
toxilate inactivated material, chemcally inactivated,
very nmuch a standard old approach to making a vaccine.

That got basically up to the FDA and they were not

real happy with it, and so that particular approach
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didn't look like it was going to be a success with them
and so we dropped it. We then pursued a chemcally
nodified ricin material that was not toxic, and that
has since run into sone stunbling bl ocks, so now we're
goi ng back to the drawi ng board one nore tine, probably
to look at wusing a genetic engineering approach to
making a piece of protein that |ooks like ricin but is
nont oxi ¢ and i mmunogenic. We think that's probably the
one that's going to be the payoff.

In the area of therapeutics for the
toxins, in the entirety of the research community and
the scientific community, this area lags way, way
behind even antiviral drugs. There essentially are no
drugs that |I'm aware of that we can use to treat the
protein toxin kinds of diseases, but we have used
nol ecul ar nodeling and structure activity relationships
to explore the possibility of drugs as inhibitors of
the activity of sonme of these toxins, and wth the
di scovery -- especially for the botulinum toxins over
the past ten years of the enzymatic activity of the A-
chain of the botulinum toxins -- that's opened up a
whol e new area of research for |ooking at inhibitors of
botul i num toxin activity. And |, when | was still in
the | ab, had done sone research in that area, and | was

just flabbergasted when those discoveries were nade
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because people had been working with botulinum toxin,
| ooking at its neurophysiol ogical effects and doing all
those things, wanting to figure out the nechanism of
action for a good 50 years, a solid 50 years before
t hose discoveries were nade. So | was personally very
excited about that. But now we have the tools wth
whi ch we can approach therapeutics for some of these
toxin agents. Next slide, please.

(Slide.)

Last, but not |east, by any stretch of the
i magi nation, education and training. If the know edge
that we develop in our research community isn't
di stributed and available, then we haven't maxim zed
our investnent. The health care providers of all the
services, and now health care providers donmestically
with the rise in incidents of donestic terrorism
really need to know and wunderstand the issues
associated with what the biological threats are, what
the properties of the agents are, what the diseases
are, how you go about managing and treating them And
to that end, for a nunber of years we've been putting
on a course initially taught right here in this room
and now by satellite broadcast -- and several of the
people who are involved in that are sitting in the back

row there, and they've really put a huge anount of work
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into making this a success -- satellite broadcasts of
12 hours worth of course work on nedi cal managenent of
bi ol ogi cal casualties, and for the past two years
that's been done in partnership with the CDC, and one-
third of that whole program has been focused nore on
the counterterrorismpiece of it. Next slide, please.

(Slide.)

| think this just summarizes what | just
said, and it does give you the web sites there for the
satellite distance |earning courses for the biologica
course as well as for the chem cal course. Next slide,
pl ease.

(Slide.)

Thi s is the "doo-wa" sli de. Qur
capabilities, our lab, as well as our researchers, are
a unique national resource, and |I'd be happy to answer
any questions that | can for you about the program
Thank you. Yes?

DR. OSTROFF: A couple of questions. I
was curious in terms of the group that does a |ot of
the planning, how do you interface with groups Iike
DARPA and DTRA that are sort of nore long-termin terns
of helping to influence sonme of the priority-setting
that is done?

DR. LINDEN: DTRA is one of the conponents
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of the Joint NBC Defense Board, so we essentially --
the Joint Program reports both to the office in OSD
responsi ble for chem bio defense as well as to DTRA, so
that's kind of a given. That's part of our hierarchy
and our food chain. The way we interact with DARPA is
two ways. As you know, they have fairly large
prograns, and they've come to us over the years
basically asking that we help support their prograns by
wor ki ng in col | aborati on with sone of their
I nvestigators -- as you know, their prograns are
entirely contractual programs -- and done what we woul d
call extranmural, DARPA -- doesn't have their own
research | abs. So we have worked very closely wth
those folks over the several years now that their
prograns have been in existence.

And then a couple of years ago in a
Program Deci si on Menorandum which is a docunent that
cones out of the Departnment of Defense and various
anal ysis groups, added noney to the Chem Bio Defense
Programs, and there was a specific chunks of noney
added in there identified for what's called DARPA
Transition in shorthand, and what that is is noney that
was identified so that the DoD could work -- well,
DARPA is DoD -- so that the mlitary, the nore mlitary

parts of the community -- in this case, MRMP as well as
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the JPO -- would have npbney on the spreadsheet, on the
books, to work nmore closely with DARPA to bring sonme of

t hose DARPA programs into the devel opnment cycle. And in

the medical arena -- | think in the nonnmedical arena
t hat happened starting this past year -- is that right,
does anybody renmenber -- | don't renmenber because it's

not my problem -- but starting in FYOlL we will be doing
exactly that. We're neeting on a continual basis wth
t he DARPA Program Managers right now to identify the
nost prom sing projects that they have. There was a
|l ot of collaboration, a lot of interest in sone of
their proj ects in di agnostics as wel | as I n
t herapeutics. Those are the two areas that we sat down
and kind of have gone through all the projects wth
them right now and said, okay, we think we m ght be
interested in the following ones, and we' re working
with them right now to further refine that, identify
the nost prom sing work, bring it in -- it wll be at
the top end of the basic research chart there in the
6.3 funding -- and then kind of work those research
projects kind of into the pipeline so that the things
that look Ilike they are going to pay off can be
eval uated head-to-head wth everything else that's
going on, and then go forward to the next phase.

DR. LaFORCE: W need to nove on. M.
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Paul wil | finish the present ati ons on vaccine

acquisition, if he would, please. Thank you.

MR. PAUL: Good nor ni ng. I'm Richard
Paul . I'"'m the Acting Project Mnager for the Joint
Vacci ne Acquisition Program It's the Departnent of

Def ense program to acquire the capability to produce
and stockpile BD vaccines. Next slide, please.

(Slide.)

" m going to be talking to you today about
our organization and mssion, sonme of the program
direction and requirenments we have, our products and
processes, our prinme systems contract approach to
getting t hese capabilities for acquiring and
stockpiling products, as well as sonme  of t he
col | aborative BD vacci ne devel opnment efforts that we're
i n discussions about. Next slide, please.

(Slide.)

The Joint Vaccine Program reports to the
Joint Program Office for Biological Defense at Falls
Church, Virgini a. The Joint Program Manager there is
the M estone Deci sion Authority for bi ol ogi cal
def ense. And he coordinates programmtic issues with
DTRA and nedi cal coordination is through the Ofice of
the Surgeon CGeneral with MRMC as the Surgeon General's

research organi zation, and the AMED Center and School
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for the requirenents generation, then interface to the
Joint Service Integration Goup that deals wth our
operational requirenments docunent. The Joint Program
Manager reports through the Assistant Secretary of the
Army for Acquisition, Logistics and Technology to OSD
A&T, Acquisition and Technol ogy. Next slide, please.

(Slide.)

The m ssion of the JVAP is to identify and
transition viable candidates for biological defense
vaccines to the Advanced Devel opnent Program where our
prime systens contractor will continue wth the
advanced devel opnent of these products, represent these
products to the FDA and becone the |icense hol der upon
the successful conpletion of that devel opment effort.
Thereafter, the prine systens contractor wll act as
our prinme vendor in storing and replenishing stockpiles
of these vaccines and naeking them avail able to DoD upon
request. Next slide, please.

(Slide.)

The direction for the JVAP conmes from a
Secretary of the Arny nmeno from 25 April '95 that
identified the agents for which we needed vaccines, as
well as the baseline stockpile requirenments for those
vacci nes. These baseline stockpile requirenments were

also identified in a Program Budget Decision of January
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96, as 1.2 mllion Troop Equivalent Doses for the
hi gh-threat weaponized agents, the +two high-threat
weaponi zed agents, and 300,000 Troop Equivalent Doses
for all other agents. W were also given directions to
use the prine systens contract approach in that Program
Budget Deci si on.

Now, that baseline stockpile quantity was
qualified pending a Deputy Secretary of Def ense
decision on inplenenting the immnization policy, and
so the policy that you speak about, the immunization
policy for biological defense vaccines calls for a
capability to acquire and stockpile vaccine sufficient
to imuni ze the program force which we estimate in the
nei ghborhood of 2.4 million Troop Equivalent Doses.
That term Troop Equival ent Doses, refers to the nunber
of injections in the primry series. So a one-dose
vaccine 1is one Troop Equivalent Dose, a six-dose
vaccine is still a one Troop Equival ent Dose. Next
slide, please.

(Slide.)

In determ ning what products we need to
have options for as we were putting together our prine
systems contract approach, we | ooked at the threat |i st
as well as the vaccines that are maturing in the tech

base and would be available for continued advanced
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devel opnent during the period of performance of our
contract, and we | ooked at t he oper ati onal
requi renents. W are not going to bring a candi date
vacci ne to advanced devel opnent unless it has a prom se
of neeting the user's requirements as they are defined
in the Operation Requirements document. Next slide,
pl ease.

(Slide.)

This is some of the typical operation
requi rements in the OR, and FDA l|licensure is right at
the top of the requirenents. Efficacy is defined, and
for the nost part is mnimally 80 percent of the people
recei ving the vaccine against a battlefield exposure to
the biol ogical warfare agent. A quick inmmune response,
a low primary series, and a long shelf |ife are also
what we are aimng for with our advanced devel opnent
program Ot her systenms characteristics call for us to
speak to the interference of these vaccines with other
medi cal products and nonnedical products that the
sol dier m ght be exposed to that could create problens,
as well as providing sone educational material in terns
of ri sk-benefit anal ysi s t hat wi |l hel p our
deci si onmaker s with deci si ons on i npl enenting
I mmuni zation policies, and educational materials that

will help present that decision to the troops who are
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going to be imunized with these products. Next slide,

pl ease.

(Slide.)

VWhen the JVAP was awarded, we had three
products that were in advanced devel opment -- a vaccine
for Qfever, smallpox, and tularem a. Since the JVAP

has been awarded and established, we've transitioned
t he Venezuel an Equi ne Encephal itis to advanced
devel opnent, as well as the nultivalent reconbinant
botul i sm vaccines. O her products that we have pl anned
to transition to advanced devel opnent include ricin,
pl ague, and a next generation anthrax vaccine, as wel
as a multival ent equine encephalitis product, over the
next couple of years.

During this recent budget cycl e, we
i dentified other products for which we have no funding
and requested funding to bring an SE product, a
brucellosis, a Marburg, Ebola, and a nulti-agent
vacci ne platform denonstration to advanced devel opnent,
and we did not receive funding to acconplish those
products. Next slide, please.

(Slide.)

Here we see the sanme slide that Carol
showed, showing above this Iline the mjor decision

points for the acquisition process, M| estones O
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through 111, the major phases of the DoD acquisition
cycle from basic research to procurenent. Below this
line, we show the events that we have to acconplish in
each one of those phases to satisfy the decisionmaker
that we are ready to nove to the next phase, and
ultimately to satisfy the FDA that we have a product
that's safe, efficacious, and worthy of granting a
license to.

This chart also shows a dividing Iline
bet ween the research | aboratories and the prinme systens
contract approach where the program identification
occurs with a successful Mlestone | decision and we
are off to advanced devel opnent with our prine systens
contract approach. We are working now with MRMC to try
to streamline this <chart a little bit and work
cooperatively between this |last phase of the tech base
and the beginning phases of advanced devel opnent to
acconplish some potential schedule savings and shorten
this process. Next slide, please.

(Slide.)

The MIlestone O pernmts the beginning of
concept exploration of different technologies that
m ght be suitable to satisfying a requirenent or
addressing a threat. The Ml estone | has down-sel ected

sone of those concepts for further exploration in a
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ri sk reduction and program definition phase, and if we
have an opportunity to streamine this and work this
concurrently, we mght save a few years. Once we have
a Mlestone 1, the mjor events that we have to
acconplish for the next phase is denpbnstrate that we
can produce this product in a GNP conpliant nmanner,
obtain information to support an IND application, and
start wusing the product in human trials to gather
safety and immunogenicity data, and begin the studies
for efficacy with surrogate animal nmopdels. Once we are
satisfied that we still have a prom sing candi date, we
wi |l approach the decision authority again for
perm ssion to go into the next phase and get into
| ar ge-scal e expendi tures with denonstration of

consi stency in production and pre-production scale-up

lots, as well as large-scale <clinical trials for
safety, then we'll have the information necessary to
put together an application to the FDA for licensure

and submt that for consideration to the FDA. At the
end of t hat consi derati on, we' | | have t he
recommendation to go into full-scale production of this
product if the application is accepted by the FDA

These are the mmjor events. There are many snaller
ones that were not addressed here, and you can see for

the nost part they are going to be sequential, again,
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the large-scale safety trials until you are satisfied
t hat you have a product that you want to take into this
trial. This process is estimated to take anywhere from
Six to many nore years. And then | have a slide |later
on that shows those schedules. Next slide, please.

(Slide.)

"1 start  of by saying the Equine
Encephalitis vaccine that we had previously briefed as
being close to licensure sonetime in the FYO7 tinme
frame was inpacted recently by some unexpected budget
cuts to the program and | am working wth the
Integrated Product Team to bring a recommendation to
the Ml estone Decision Authority about conbining this
effort and the Miltivalent Equine Encephalitis effort
into one product that will go forward to |icensure.
Wth the budget cut so severely that we cannot continue
with an Equine Encephalitis program separately, we
m ght be able to effect some economes to this | ong PDR
phase that would bring that one in a little sooner than
what |'m show ng here.

The synbols on these slides indicate
little, white triangles where we are expecting to be
having enough information to submit a license to the
FDA. The star at the end of the red phase is the

acqui sition phase for engineering and nmanufacture and
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devel opnent, the yellow is the program definition of
ri sk reduction phase, and the green is the production,
full-scale production\procurenent phase. The stars are
where we're expecting after the FDA's review we wll
have a product to take into production -- the bl ack
di anonds. The stars are where we're showng for the
nost part through the consistency |ot production and
scale-up of this product we wll have sufficient
quantity to nmeet the baseline stockpile requirenents in
many cases, in nost cases, well before that product is
ready for i censure. The Mul ti val ent Equi ne
Encephalitis has a particularly |Iong PDR phase because
it has five different subtypes  of the Equi ne
Encephalitis product t hat need to be tested
individually in humans before they are conbined to a
single multivalent product, as well as it is stretched
to accomodate sonme funding issues that were not
reasonably addressed in the recent POM bill. Next
slide, please.

(Slide.)

The prinme systens contract was awarded to
DynPort as a joint venture between Porton International
and DynCorp, a major defense contract. It is an R&D
contract with options for limted production, cost plus

award fee.
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The basic contract had three products
al ready in advanced devel opnment with options for many
nore products. The options are for predefined products
from equine encephalitis, botulinums and sonme of the
ot her products for which we don't have plan to take
candi dates into advanced developnent for the tinme
being, but they are ready to be used in the event that
we are able to overcome sone of these funding issues.

There are options for production for all

18 products, Ilimted production, wth options for
storage and nmmintenance as well for all of these
products.

It is a flexible contract vehicle insofar
as if we did not identify one of the threat agents for
whi ch we needed a vaccine devel opnent effort, this is
the vehicle that we could nodify to accommopdate those
ener gi ng candi date vacci nes. We' ve used that
flexibility once before in adding an effort to acquire
a new vaccinia immunoglobulin that works wth our
smal | pox requirenment. The previous product that was
licensed is no longer available to us and we need to
acquire a new capability for procuring nore product,
and the prime systens contract 1is going to Dbe
responsi ble for taking that new product to licensure

along with the small pox vaccine that that product wll
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support. Next slide, please.

(Slide.)

As the prime, DynPort will be required to
get the subcontractors on its team that wll be
necessary to support all these efforts from Regul atory
Affairs, value managenent product testing, storage,
clinical trials, manufacturing, assay devel opnent, and
these are some of the subcontractors that DynCorp has
lined up to be part of the team for the five vaccines
that we have in advanced devel opnent right now. Next
slide, please

(Slide.)

The Canadians, the UK and the U S.
CANUKUS, have entered into sone Menorandunms  of
Understanding with the Departnent of Defense about
col | aborative research and developnment, and one of
these is going to be signed soon. It's been through
Congress for its mandatory 30-day review and it's on
the verge of signature. Under this MOU, we wll be
able to issue stand-alone project arrangenents, PAs,
for vaccines that all three countries or any two of the
countries have an interest in an international
cooperative research and devel opnent effort for. Qur
di scussi ons have identified the smallpox vaccine as the

first one for those collaborative efforts, and next
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week we have sonme nore discussions scheduled with the
CANUKUS partners to see where we can go with a national
program to provide a single CANUKUS vaccine to the
Armed Forces of all three countries. Next slide,
pl ease.

(Slide.)

Some of the prerequisites to collaboration
t hat we've identified are aligning the vaccine
requirenments for these projects, understanding the
regul atory requirenents for each of the countries
parti ci pating, regulatory authorities for each of
these; establishing what kind of baseline stockpiles
each one of the countries wants to address through this
agr eenment, as wel | as negoti ati ng equi t abl e
contributions to the effort.

After smallpox, the next on the line are

the plague vaccine and the next generation anthrax

vacci ne. I think all three countries also have an
interest in those two vaccines as well. Next slide,
pl ease.

(Slide.)

Some of the challenges to the program are
defining the production capability requirenents. ' ve
gone through a prime systens contractor identifying our

basel i ne stockpile requirements, but have been asking
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himto keep an eye on a production capability that wll
satisfy the policy and have us be able to provide
adequate stocks of vaccines to immunize the program
force, although we can't contract for that, but there
are some tweakings that can be done to the process that
manuf actures these products that would make it nore
scal able in the event those decisions for imunization
policy are announced.

Some of those make it nmore difficult to
address, and there are sone reconmmendations you could
make about exactly what end point for production do we
need to maintain for the DoD that would be useful to
t he JVAP program | dentifying the battlefield exposure
| evel s for which a vaccine, a BD vaccine, is supposed
to provide protection would be -- that has been a
chal l enge and that has caused a lot of wuncertainty
about whether or not our vaccines -- although we are
going to have adequate information to show that they
are efficacious against exposure in |l|aboratory, |
think, will satisfy the FDA that they'll be licensed
will we have enough information to convince our user
that these are the products that we want to take to the
field. Until we can identify what battlefield
exposures that he is likely to encounter in the field

and can denmonstrate to him that these vaccines are
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going to protect against that exposure, we have a
chal | enge.

Some of the energing requirenents formthe
FDA have been a chall enge. Reproductive toxicol ogy
studi es are sonething that was unanticipated when this
contract was awarded, and gives us a chance to use sone
of the flexibility of the prime systens approach as
well in putting that requirenment on the contract.

Pediatric rules. W never had antici pated
that we would have to gather safety and efficacy data
for the use of these products in populations other than
the young, healthy service nenber. And cooperative
devel opnent are also challenges, aligning requirenments
and negotiating agreements and avoiding schedule
i npacts are problens for our CANUKUS partners as well
as with the donmestic partners and the HHS with next
generation ant hr ax vacci nes. There are sone
di scussi ons  of possi ble cooperative research and
devel opnent . And we were not able to cone to terns
with the CDC before they decided that they would have
to release their own solicitation for a smallpox
vacci ne, and they are in source selection now with an
award expected sonetime this sumer for a small pox
vacci ne program Next slide, please.

(Slide.)
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In sunmary, what we have is a vaccine
devel opnent program involving a substantial investnent
of time, effort and resources in the conplex regulatory
and |egal environnment. Once we have a product in
advanced devel opment, | need to nmake a commtnent to
the industrial base and my contractor that the DoD is
not so fickle that we're going to walk away from this
and tell them to do sonmething else, and these new
priority lists that come up, we need to recognize that
once we start sonmething we need to maintain that
investnent with the existing technology base, or
I ndustrial base, so that they wll continue to be
receptive to our requi rements and nmeeti ng our
requi rements when we identify them

W have a commtnment to cooperative
devel opnent as wel |. We have a prine systens contract
approach that provides the flexibility to neet the
DoD's requirenents in obtaining that capability for
acquiring and stockpiling BD vaccines. That's all |
have to say, and I'll be happy to answer the questions
t hat you m ght have.

DR. LaFORCE: St eve.

DR. OSTROFF: I have a couple of comrents
and questi ons. Looking at the -- and | realize that
this is a very difficult environnent and | appreciate
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all the work that's been done. | guess the question --
obviously, wth the experience in procuring anthrax
vaccine does not instill tremendous confidence about
the ability to effectively maintain stocks of other
vacci nes. | don't know a |ot about DynPort and the
capabilities of DynPort. | don't recognize a |ot of
the subcontractors.

One of the questions that's conme up
repetitively in recent years is, would it be
advant ageous to potentially have a Federal Production
Facility, particularly for wvaccines that would have
little comrercial value outside of certain sectors, and
I " m wonderi ng what your thoughts are about that.

As far as the decisionmking about CDC
deciding to Ilet their own contract or let out
solicitations for their own contract for smallpox
vacci ne, obviously the volunme that we were |ooking at
Is orders of magnitude above what DoD is interested in
procuring, and the <cost associated wth the DoD
smal | pox vacci ne was deemed to be quite prohibitive.
So the idea was could we go out there and maybe sim | ar
to some of the decisionmaking around the antibiotic
procurenment where cost was a significant consideration
for us in ternms of smallpox acquisition. And | think

that, in large part, plus questions about the DoD
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contractor, | think, led to that decisionmaking.

MR. PAUL: I think CDC is not getting a
conpletely different group of responders to their
solicitation than what we did when we announced the
JVAP solicitation. I am not privy to everything that
IS going on in their source selection, so | can't say
anything nore than that.

Before the prine systens contract approach

was deci ded, there were nmany analyses done to | ook at

the possibility of Governnment-owned -- contractor-
oper at ed, Gover nnment - owned, Gover nnent - operated and
contractor-operated approaches to fulfilling these
requi renents. The prime systens contract approach was

chosen because it is a variant of the contractor-owned,
contractor-operated approach to neet i ng this
requi rement, and that has consistently come out on top
of previous analyses. There has been a new anal ysis
directed for this sumer to be finished by the end of
the year, to look at this issue again.

DR. OSTROFF: But | guess the question is,
what assurances do you have that you won't end up in
the same situation that you are currently in wth
ant hrax vacci ne?

MR.  PAUL: Ant hrax vaccine is a prine

example of a Governnent-owned, Gover nnent - oper at ed
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the State of M chigan owned it, they

ens, and those problens were not

a regulatory profit-mking environment

trying to enploy. Wth none of these

other than DynPort is 100-percent

to the JVAP. We are using their access

capabilities and their comrercial business to nmeet our

requi rements,

with their

f aci

and if they run into regulatory issues

ities, they have to fix them for their

own profit-making business as well as what we bring to

em We're not

on the dime to fix them 100 percent.

me of them are going to be nostly dedicated to the

th

So

JVAP, and
we can.

pr

| expect that we'll be nmanaging that risk as

VWhat

guarantees are there? Ot her than the

ofit motive for the participating subcontractors, |

don't think there are any guarantees.

DR.

LaFORCE: VWhen will we know whet her

this entire approach is working or not working?

pr

oduct .

11.

(202) 234-4433

MR.

DR.

DR.

PAUL: It's working.

LaFORCE: No, no. In terms of having

PAUL: A licensed product?
LaFORCE: Yes.

PAUL: You see the schedul e, slide No.
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DR. LaFORCE: Okay, so that's the report

card?

MR. PAUL: The progress that we're making
toward that schedule 1is sonmething that we  brief
regularly to our DoD |eadership as well as our Joint
Program Managers.

DR. LaFORCE: No, no, no. The reason for

asking is, | am always so inpressed at how conplicated
this stuff is. Every time this is sort of laid out to
me, it just seenms so daunting that it -- |I'm sort of

| ooki ng at when the box of vials are going to cone out
for use, but one requires a lot of faith and patience.
MR. PAUL: An IND is scheduled to be filed
in the next few weeks for the new vaccinia
i mmunogl obulin  product. That pr oduct has been
manuf actured. We have information about the testing of
t hat product that will support that IND, and that's one

of the first that's likely to be a success, but that's

not a separate, stand-alone BD product. | don't read
that separately, but we acquired cell banks, working
cell banks, nmaster cell banks, for small pox. That is

expected to go into production scale-up later this
fall. Tularemia is in small-scale process definition.
There were sonme backward steps we had to take to

address sone of the regulatory and manufacturing issues
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that were previously acconplished that -- in the new
FDA regulatory environment we no |onger can use that
information to support a licensure of these products,

and we have to position ourselves to gather that

information again in a way that will support |icensure.
Col . Takafuji, do you have a coment?
COL. TAKAFUJI:  Yes. Let nme sort of help

you with that one because it's a politically difficult
I ssue to address, but it's also one that I think has to
be put in the right context. In reference to a
national facility to make vaccines, there has been a
| ot of discussion over quite a few years in ternms of
whet her we can justify or not. There was a tinme when
the Departnent of Defense really went at it by
t henmsel ves, | ooking at that very issue, realizing that
many pharnmaceutical firnms, frankly, did not see it as a
cost -- nore cost-prohibitive to get involved wth
maki ng vaccines in small nunbers only for one custoner,
namel y, DoD. And as a result, we had a problem where
we were then forced to go into something along the
lines of a prime systenms contract approach to find a
partner in terms of producing a vaccine, or taking it
to the next step in terns of advanced devel opnent.

But things have changed since then,
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changed in several regards, certainly in ternms of the
bi ot hreat, but also in terns of a national strategy in
terms of vaccines for this nation, vaccines that not
only would have a DoD use, but also would have civilian
applications. And  whet her we're talking about
pertussis, or whether we're talking about adenovirus,
or whether we're talking about an anthrax vaccine,
there clearly is a need for vaccines that have w de-
range applicability beyond just the DoD comrunity. So,
I think these discussions and revisiting of the issue
of a national vaccine production facility that are
going to be taking place in the future is sonething
that the AFEB should be nonitoring very carefully
because sooner or later | think the AFEB is going to be
addressing that in ternms of sone recomendations
whet her there is that need.

Bill Robb, in Health and Human Services,
has been deeply involved in developing a national
vacci ne strategy for this nation that will be going to
the President in terms of reconmendati ons, and
certainly DoD is a partner in that, Health and Human
Services is a partner, the other departnents are
partners in that whole effort, and | think that needs
to be addressed.

DR. OSTROFF: They already did, and they
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are also very interested in the issue.

COL. TAKAFUJI: The other thing that |
want to make sure that CDC understood, though, is that
we're in a difficult dilemm because although we
recogni ze that we would love to see a national effort
in terms of a vaccine being developed jointly wth
Heal th and Human Services, we are being pressured from
another end, and that is from the standpoint of our
Al lies because we operate in joint environnments where
there is a need for interoperability wth certain
vaccines and, as a result, whether it's dealing wth
the United Kingdom or France or whatever nation, there
is a pressure on us to go into co-devel opment and
certainly co-developnent in ternms of research towards
sone type of vaccine that would be applicable across

all forces, regardless of what country you are a part

of but still part of a coalition force.

So, hence, some of the interest -- for
exampl e, the small pox vaccine -- this is a cell-culture
derived vaccine. CDC, on the other hand, is still

| ooking at different options with the old vaccine.

There are sonme disconnects there, that's readily
apparent, but it does nmke sense that sooner or |ater
we do need to cone together and sonmeone does need to

nmake a decision at a high level -- certainly nmany
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grades above ne and you -- saying that we need to work
together, and it's departnments working together in
terms of a national strategy to co-develop a vaccine
that would be of wuse to all US. citizens whether at
home or abr oad.

DR. LaFORCE: Okay. Thank you. [t's now
11:23. We've got until 1:00 o'clock, since we've got a
wor king lunch planned, and there's a couple of
questions that need to be westled wth. From ny
standpoint, it's really inmportant that we be very
focused to finish these activities, because from 12: 00
to 1:00, in Closed Session, we have to review -- we've
got a fair anpunt of work to do. We have to review the
reconmendati ons that are being massaged. There are a
couple of admnistrative issues that | wold like to
di scuss again with the Board alone, and lastly, a topic
that needs to be aired a bit about varicella vaccine.
And so there's plenty of work for that closed session
plus all the other details that have to be ironed out.

VWhat | very nuch would like to do is spend
sone time over the next hour, hour and a half, focused
on the menorandum from the Secretary of Defense -- the
threat list. W have two tasks, as | recall --

COL. DI NI EGA: For the Board questions?

DR. LaFORCE: Right.
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COL. DI NI EGA: W have three Board

questions -- squalene, DoD ergonom cs, and antibiotic
and BW agents -- and that was addressed yesterday at
the subcommittee, and then today the task is
counternmeasures -- we heard what the BW Threat List for
2000 is, and are there any recomendations pertaining
to the 2000 List. And then part of that now is --
there was a question asked for the nmedical risk
analysis as a followon to the 1999 BWrecomendati ons.

DR. LaFORCE: And | would read that as
follows from Dr. Bailey. "The AFEB has recommended
that the DoD staff proponent initiates a review of the
DoD Directive 6205.3 and that a nedical risk analysis
be conducted for all validated threats to supplenent
intelligence-based determ nations. Since it is the
role of the Chairman of the Joint Chiefs of Staff to
validate and prioritize the biological warfare threats
to DoD personnel and forward that list to the DoD
Executive Agent, the Secretary of the Arny, through the
ASD, | request that you conduct a nedical risk analysis
as soon as possible and incorporate this analysis in
your prioritization of threats. Consi deration shoul d
be given to the debilitating or lethal effects of the
specific agents, the risk of contracting and spreading

infection to others, and the potential inpact on
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m ssi on acconplishnent.”

| don't know what's your take on this, but
this is a pretty broad mandate, and | think is an item
t hat iIs going to require some discussion and
del i berati on.

COL. DI NI EGA: Just a correction on some
of this. This was the letter from Dr. Bailey to the
Chai rman of the Joint Chiefs of Staff, to have the risk
anal ysis incorporated as part of the prioritization
process. And as we heard in the followup of |ast
year's recommendations, the track now has changed a
little bit, and the nmedical input is to cone after the
prioritization of the Chairman's threat list and to be

used in conjunction with the intelligence-based threat

list.

But before we go on, I|I'd like to just
clarify one thing -- and, M. Plasse, the question is
to you -- this year's threat |ist conpared to | ast
year's threat |ist, what are the specific changes?

MR. PLASSE: Specific changes -- India was
added on -- and, again, this is --

COL. DI NI EGA: You need to cone up to the
table. We are in an uncl assified npde.
MR. PLASSE: India -- in an unclassified

way, | can say India has been added to the list, and
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t here have been sone changes in the agents but, overall
-- as far as the overall amount of agents on the Iist,
they really haven't changed. There's no new organi sm
toxin or agent that has cone along that has been added
to the list. So, bottom line to the Board, it's
probably m ni mal .

DR. HAYWOOD: Has there been any change in
t he ranking?

MR. PLASSE: No.

DR.  HAYWOOD: And who has the ability to
do t he ranking?

MR. PLASSE: Well, the threat, as you saw
before, is ranked by us, by DA by the nunber of
countries that have the agent. So that really hasn't
changed.

COL. DI NI EGA: So, the bottom line is,
there is no change in the threat list. So the question

iIs, do we want to make any new recommendations to the

current list, which is pretty much the sanme as | ast
year's?

DR. LaFORCE: | don't see any reason to,
at least in terns of what |'ve heard this norning, but
' m anxi ous to hear what other nmenber of the -- Steve

you' ve followed this pretty closely.

DR. OSTROFF: | don't think the list is
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that much different fromthe |ist that's been devel oped
by anybody el se. There's certainly nothing on there
that | think we wouldn't say needs to be on there based
on what | saw this norning.

DR. LaFORCE: Ted?

DR. TSAIl : | know that there are 50 other
viruses -- you know, that are nunerous -- Orsk
hemorrhagi c fever, Kajmafors (phonetic) disease -- that
have not appeared on the various lists, |'m not sure
why. A nunber of years ago there was a report in

Russi an, translated by Virology Journal, on an outbreak

of Dory (phonetic) viral infection occurring sonmewhere

in Russia. | always wondered why they were studying
Dory virus -- this is an orthom x (phonetic) virus
that's translated by ticks. |It's related to influenza-

C that caused CNS infections in lab workers that were
involved in a |ab accident. There are a nunmber of
obscure agents that | think one could point to as
potential agents that could be weaponi zed. It's sort
of limted by the imaginations of the terrorists and
the accessibility of these agents. And | guess |I'm a
little uncertain of the process by which these agents
appear on lists.

MR. PLASSE: And, again, we're talking in

an uncl assified setting here, but the directive for the
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JCS matrix for the threat list, it's an intelligence
docunent, therefore, it is based on intelligence
reporting. If there is no intelligence reporting to

support Omsk or the other tick-borne henorrhagic

fevers to be used as a BW agent, it doesn't appear on
the 1list. That is not saying that they are not
potentially good agents -- Hanta viruses are out there

and people are very concerned about them they |ust
haven't been -- there is no reporting on themto verify
them as a threat agent, based on intelligence.

DR. TSAl: | don't know if you can comment
on that Dory virus report because it clearly was an odd
agent that doesn't -- it's not a great public health
concern anyplace, there's just a handful of clinical
case reports on ten illnesses --

MR. PLASSE: No.

DR. TSAIl: -- but it is an influenza-
related virus, and potentially one could imagine it
could be engineered to be spread in a respiratory
fashi on.

MR. PLASSE: Don't disagree with that.
The Russians have played wth pretty nuch every
pat hogen we know of at one point or another. Vet her
they get through their system to be a BW agent is

anot her question. And as far as reporting on it, there
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really isn't anything to base that on as being a threat
agent .

DR. LaFORCE: Ben, you wanted to bring
sonmet hi ng up.

COL. DI NI EGA: Yes. Dr. Linden, before
you leave -- | think the gist is that the list hasn't
changed, and really |I don't hear anybody saying that we
need to nmake any new recommendations, but one of the
i ssues, if you look at the time lines -- M. Paul also
-- if you look at the tinme lines, there are sone
vacci nes that are not going to be available for five to
ten years. And we saw and heard about the research
efforts, and we tal ked about BW agents and antibiotics
yest erday, and anti biotics for t reat ment and
antibiotics for potential chenmoprophylaxis use. | f
there is a gap between that long, what is the interim
solution for an attack using an agent that we don't
expect a vaccine for eight years? s anybody
addressi ng tenporary solutions or gap solutions?

MR. PAUL: | indicate on the chart that I
presented a star where those products would be
available in sufficient quantities as IND products to
nmeet our baseline stockpile requirenments.

COL. DI NI EGA: VWich wll t ake a

Presidential Directive to enploy as a policy --
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MR. PAUL: To waive the policy for the use

of those w thout informed consent. O herwi se, they're
avail abl e, or would be avail able for use under i nforned

consent as soon as the IND is filed early in the PDRR

phase.

DR. LaFORCE: To be very specific,
according to this chart you would envision -- and this,
again, is where the stars are -- a vaccine that would

be available for use, assunm ng Presidential clearance
that it could be used, for Qfever in 05?

MR. PAUL: That particular product is a
product that's licensed for use in Australia right now,
and we're gathering information for the I|icensure of
that product in this country, but the product exists
already in smaller quantities. To renovate their
facility and make it capable of producing in quantity -

CDR. McBRI DE: Dr. LaForce, may | make a

comment to clarify -- | don't' know if this is well
under st ood. As soon as a product is available as an
IND agent, it <can be adnmnistered freely, but it

requires an informed consent. The Presidential matter
only waives that requirement. So as soon as it's
avai l able as an I ND vaccine, it can be used freely, but

it requires inforned consent for the service person.
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DR. LaFORCE: Which is voluntary.

CDR. McBRI DE: And it's voluntary, and
they can't be conpelled to take it.

MR. PAUL: That's not really true. It
needs to be used under that devel opnent effort. And
the circunmstances wunder which it <can be wused 1is
| ogi stically burdensome, but it can be used.

COL. DI NI EGA: The only issue | want to
bring up is if there's that long of a gap, what are
other alternatives in case that agent is wused in an
attack upon our personnel ?

CDR. McBRI DE: It can be taken on a case-
by-case basis, what's available for that particular
infection -- infectious agent.

DR. LaFORCE: Ron?

DR.  WALDMAN: Isn"t that part of the
medi cal risk analysis? The only thing, it seenms to ne,
that's going to be brought to bear on the list as it
currently exists that would result in changes are going
to be the addition of the medical risk analysis, and we
had the presentation on that. | guess that | was a
little bit confused about the time line for conpleting
the nmedical risk analysis of those current conditions
with which we're dealing. |  know that it's only

recently been passed, | guess -- we had an overhead
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t hat showed that process -- but the question is, who is
responsible for carrying it forward? |Is there a tine
line that's going to enable us to bring recomendati ons
for changes to the existing list? Is there active Board
i nvol vement in conducting that analysis, or is that
bei ng done all by the groups that we heard from earlier
t his norning?

Lt COL. SCHNELLE: | can address sone of
that. The draft Scope of Work is in ny office now In
tentative discussions wth a contractor, we could
convene the Medical Risk Analysis Panel as early as
Sept enber . That mght get pushed back a bit, if
convening the Joint Service Panel extends that tinme
l'ine. That panel would include not just contractor
personnel, but also representatives from AMED Center
and School, USAMRI I D and ot her relevant organizations.

DR. WAL DMAN: W there be
representatives fromthis group then, as well?

Lt COL. SCHNELLE: | woul d i nmagi ne so, yes.

DR. WALDMAN: Because the key factor in

conducting that, | think, is going to determ ne the
appropriate criteria on which the analysis wll be
based.

Lt COL. SCHNELLE: And if it's feasible in

the classified environment or in sonme limtations, to
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refer to Col. Takafuji's point, the NATO countries on

the Bio Medical Advisory Commttee, on which | also
sit, have asked to be represented or also attend
certain portions of that so they can learn from that
process as well. So, | imagine it will be quite a

| arge panel in many respects.

RADM  JOHNSON: In listening to the
di scussion and kind of putting nyself in the
perspective of the warfighters that | hear a lot, |

think the point about part of the nedical risk and gap
anal ysis may be very inportant. What the warfighting
CINC is going to want to know, and needs to know
sonehow, is -- they identify a threat or a bunch of
threats, and that's an intelligence issue -- then from
a medical standpoint is going to want to know what in
his tool kit is usable. He's going to want to know if
it's a vaccine -- if that's the approach, if it's one
that's |licensed, there's plenty of it, troops inmmunized
-- that's going to put that threat at a certain |evel.

If the only thing that's available, or if
there's absolutely nothing available, and nothing is
bei ng worked on, then that's a whole order of magnitude
difference, which my affect how he does his battle
pl an. The gap in between is when there is sonething

available but it's in this pipeline that is anywhere
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from five to 17 years long, but the threat is here

t oday. It's not at Day 17. And what are the
restrictions? Is this really available or not? I's
this an IND? Does the CINC need to go and say "I've
got to prosecute in this theater, |'ve got this threat,

there is this thing that's out in IND, and |'ve got to
go to the President via the Joint Chiefs of Staff and
get this waived". Maybe he needs to have a list of
threats for which the solution are these very
conplicated, very politically (sic) situations, if
that's the only thing avail able. And | would think
that would be very useful information, however it is
present ed, and pr obabl y it's sonet hi ng not as

conplicated as a big mtrix decision tree, but

sonething fairly sinple. Here are the threats. These
are good to go -- plenty of vaccine, easy to do,
everybody's got it. Here's another bunch of threats,

we've got nothing. W're dead in the water if this one
shows up. And in the mddle there are sonme things that
are maybes, but here are sone very conplicated things,
and the CINC needs to be aware of that because to get
use of these products, he's got to be thinking about
that, or sonmebody early on, because you can't just turn
this on and off that easily, both from a political

standpoint and from an availability standpoint. That
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m ght be sonething, however you recomend it, to put
into the nmedical risk analysis.

DR. LaFORCE: O her comrents?

(No response.)

Not hearing any di sagreenment, then | would
propose that we assunme that as a responsibility in
terms of Ron's suggestion and al so what Ben suggested,
that we sort of look -- if there are interim steps
prior to a vaccine, and to actually weigh that within
t he decision panel in terms of this risk stratification
that we're going to be doing. | didn't say that very
clearly, but I hope you understand what | nean.

DR. ANDERSON: | would think that kind of
take as a tenplate what we did |last year and say the
medi cal risk analysis, we think, is a good plan, it's
well started. And under that we could say "however, it
needs to be organized from a field standpoint into,
just as we heard, those where we have a well in place
risk reducti on activity, t hose which are nor e
probl ematic and those for which we have not, and that
would fit under a recomendation for additions to the
ri sk analysis that we could think about.

DR. LaFORCE: Ernie?

COL. TAKAFUJI: Yes, sir. | go along with

that. | think that would be very useful to back up the
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Adm ral and his coments, too. The idea here is to
have those paraneters that you saw presented identified
t he agent issues, the agent characteristics that make
an agent particularly useful as a biological weapon and
threat and so forth, and keep that separate from the
count ernmeasures. And on the counterneasures, as LtCol.
Curling had recommended, we would include both the

prevention, the diagnostics and the treatment as three

different categories. If you have prevention, for
exanple, in ternms of a vaccine, that needs to be
st at ed. If one is in devel opnent, that needs to be

stated. The sanme thing with antibiotics or whatever it
may be, which is another issue that this Board is
addressing, but also with the idea of rapid diagnostics
on the battlefield, which I think is a very inportant
part of the total equation. That would be, | would
think, very useful to the warfighter, to the nedical
pl anner. It's something that we can, [ think,
integrate relatively easy as we nove forward to the
next step, don't you think, LtCol. Schnelle?

Lt COL. SCHNELLE: Yes, sir.

COL. TAKAFUJI: Okay. And | think we need
to then just lock in sonme time frames and then nove
ahead wth that. But your recommendations would

reflect that, | think.
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DR. LaFORCE: Ron.

DR.  WALDMAN: Maybe | could nmake a
specific recomendation -- and |'m not sure exactly
what the intent of the Board was in making the
recommendation that the nmedical risk analysis be
conducted because | wasn't here for all those neetings.

I doubt , t hough, t hat it was nmeant to be a
recomendation and then to let it go. "' m sure there
was i ntended to be sone ongoing involvenment with it.

It seenms to me that one of the earliest
tasks of the people conducting that analysis is going
to be to determne what the «criteria, what the
paranmeters are, which are going to be applied to each
of the conditions. And | know it's just been said that
the panel is not going to be forned until Septenber,
but | wonder if in order to ensure the ongoing
i nvol venent of the Board that there couldn't be --
Marc, if you couldn't determ ne on behalf of the Board,
that there be an wupdating of the activities on a
regul ar basis. Maybe there should be a report at each
of the next few Board neetings, at least with the first
one specified as a review of the paraneters that m ght
be adopted for application.

DR. LaFORCE: I think that's a great idea

because this is one of those pieces of business that's
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going to continue on for a period of tine.

COL. DINIEGA: It's done.

DR. LaFORCE: We thank you. Al right,
it's done. O her questions, coments about this?

(No response.)

Hearing none -- I'msorry. Andy?
DR. ANDERSON: If we're noving on to
anot her area, | just see under No. 4, the effectiveness

of current medical surveillance as an early detector
I don't know if we want to just reaffirm all of the

vari ous recomendati ons.

COL. DINFEGA: | was not here for all the
briefings, but I'm assum ng you were, and |I'IIl just add
to that. | can say a little bit about that. A week
ago | went to a neeting sponsored by GEIS, the dd obal

Emerging Infection System out of WRAIR, Dr. Kelly's

group, and the topic was Syndrom c Surveillance for

Det ection of Bioterrorism and we had -- it was a very
wel | m xed audience. We had Public Health officials
from t he civilian sector. e have mlitary

presentations on initiatives in the arena of using
syndrom c surveillance to detect the potential exposure
to BW agents. And | think when we nade the
recommendation |last year, it was to provide inpetus to

medi cal surveillance efforts, and to use those efforts
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to identify or detect early warning signs of BW use
and that effort is an ongoing thing. But | think in
the mlitary, there hasn't been that big of an enphasis
onit. |Is Steve here?

DR. LaFORCE: Steve's gone.

COL. DINIEGA: | was going to ask Steve --
there's sonme dollars available through CDC to do that,
but a very limted anount of dollars. And at the end
of the meeting, in looking at the strategy for getting
the BWsurveillance initiative started, there was a | ot
of talk about the fact that they don't have senior
| eadership recognition of the need for syndromc
surveillance, nor do they have enough funding to assi st
in that initiative. And so they tal ked about strategies
to obtain funding and personnel to help do this, to
i ncl ude congressional | obbying, et cetera.

COL. TAKAFUJI : | f I could make a
recommendation, it would be appropriate, | think, for
the AFEB to get a briefing at its next neeting on the
whol e issue of surveillance, certainly the syndromc
surveillance would be a part of that, as well as an
update in ternms of what the service initiatives are.

Remenmber that a lot of the surveillance
responsibility falls within the ClINCdons thenselves,

and it's up to the CINC or the task force surgeons to
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ki nd of decide what they want to do and how they want

to do it and so forth, but | would think that that's
going to require a whole discussion in itself, and we
certainly, at DoD Health Affairs, would support that be
an issue for the next neeting.

COL. DI NI EGA: Just ny overall inpression
at the neeting, that there's a lot of initiatives.
These things are very ~-- their sensitivity and
specificity are of question. They all said they do a
good job, but there's really been no "efficacy" trials
of any sort.

COL. TAKAFUJI : And, Col. Diniega, there
another part to that, too, and it has to do with the
| aboratory based surveillance. It's one thing to be
doing programs for syndrones, whether it's fever,
di arrheal disease and so forth, it's another thing for
us to have the infrastructure and the |aboratory and
hospitals to be able to actually take specinens and
actually conme up with an accurate diagnosis. Many of
our hospitals are already pretty cranped in terms of
their budget. There is very little budgetary all owance
for many lab officers to be able to do epidemc
out break type situations when sone very sophisticated
di agnostics may be required. So, one part of that

surveillance effort should probably be [ooking at the
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| abor at ory-based surveillance part of it, too.

COL. DI NIEGA: Right.

COL. TAKAFUJI : | would think the AFEB
woul d be very interested in that.

COL. DI NI EGA: Yes. At the neeting, they
tal ked about that the syndromc surveillance would be
like an early detector, then you would have to go in
and do an outbreak investigation, essentially, and have
the right diagnostic tools to go along wth that
I nvesti gati on.

| saw Dr. Eric Henshal (phonetic) in the
hal | way just yesterday, and | have told him that we
probably will be asking himto come and tal k about the
di agnostic capabilities and t he research and
devel opnent in that arena at our next neeting.

DR.  ANDERSON: At the conference we went
to, there was a nunber of software packages that allow
one to identify when there is an excess and things |ike
that, and it sounded as though sone people were in fact
using or had put those into play, and it would be
interesting to see if there are sonme results and is it
useful and sone evaluation of those.

| guess what | was just suggesting that
maybe in our report this year we just reaffirm what we

said last year, say that progress is being made, and
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t hen underscore a few of these other things because
gradually over the years these reports have been
becoming nore and nore prescriptive in what our

recomendations are. So | don't want to | ose sonething

that we have here so that -- | don't want to |eave the
I npression that, well, because we didn't nention it in
this report, then we've npved beyond it. So, | just
think we want to say we are adopting everything. We

didn't find anything that was irrelevant that we
recommended the last tinme, progress is being nade.
It's a long-termthing, and we need to continue to -- |
mean, the surveillance issue is here, then it talked
about the tri-service software program advancenent, and
t hat maybe sone of us need to get updates on at a later
date -- or you do.

COL. DI NI EGA: | think that would be
reasonabl e.

DR. LaFORCE: We're going to pass out the
| unches and get you started on that, and give us about
a ten-mnute break while we |ook at a couple of
questi ons.

(Wher eupon, a short break was taken.)
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VORKI NG LUNCH

(12:20 p.m)

DR. LaFORCE: Let nme call the neeting back
to order. | want to summarize where we are in terns of
the biological warfare issue. First and forenost,
we' ve agreed unless there's sone disagreenent that the
threat list for the year 2000 we're not going to offer
any changes. And, secondly, | would very nuch like to
go through the nmenorandum dated 25 May 1999. This is
really the docunent that we need to give sone sort of

feedback on, and it's a |ong enough docunent that |
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just want to go through the paragraphs individually.
Julian brought up some points in terms of -- | didn't
want any nmi sunderstandi ngs of who was responsible for
what, and | thought the easiest way, and the surest
way, to do that so that | don't nake too nmany m stakes,
is to actually go through the docunent.

COL. DI NI EGA: Let me just nmke sure
peopl e understand what docunent we're talking about.
This is last year's AFEB recomendati ons back to the
Assistant Secretary of Defense for Health Affairs
concerning the 1999 BW Threat List that was presented.

DR. LaFORCE: AFEB (15-1a) 99-5. Okay. |
would begin with item No. 2, "After review of the
Bi ol ogic Threat Matrix and the above directive, the
AFEB makes the followi ng coments and reconmendati ons:

"a) The AFEB continues to strongly
endorse the current DOD anthrax vaccine inmunization
program Further, the Board recomends that DOD
aggressively pursue clinical investigations necessary
to revise or accelerate the current anthrax vaccination
schedul e. "

| think that's pretty noncontroversial and
it's sonmething that we feel pretty strongly about.

COL. DI NI EGA: Let me nention, in the

interimafter |last neeting, we did wite a Statenent of
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Support for the anthrax vaccine inmunization program
which Dr. Grabenstein and the AVIP agency wel conmed with
open arns. So that part was done. And on M. Paul's
slide, the bottom one on the schedule was the next
generati on ant hrax vacci ne.
DR. LaFORCE: Okay. Second paragraph

" b) Regarding the use of vaccines and biologics to
protect agai nst BW agents, the AFEB recomends that the
prioritization for vaccine devel opnent, and the use of
resources be directed in the follow ng manner:"

Then we went through Tier I, Tier 1Il, Tier

"Tier 1: Hi ghest priority to rapidly
accel erate and i nmmedi ately establish vaccine production
capability. Agents listed under Tier | i ncl ude
smal | pox, pl ague, ant hr ax and st aphyl ococcal
ent er ot oxin B.

"Tier 11: High priority candidates for
vacci ne devel opment as soon as possible. Agents include
ricin, botulinum tularema, henorrhagic fever viruses,
encephalitis viruses, Q fever, brucel | osi s, and
shi gel | osi s.

"Tier I11: Warrants further research and
cl ose observation for scientific developnents or

val i dated new threats that would npve it into Tier | or
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Tier 11, all other biologic agents.

"c) The Board strongly felt that a
conplete response to the validated biological warfare
t hr eat mat ri x i nvol ves nor e t han vacci ne
recommendat i ons per se. Therefore, we recommend a
review of DOD Directive 6205.3, and that it be revised
with attention to the foll ow ng issues:

"1) The Boar d recogni zes t hat
prioritization of BW threats is currently only
intelligence-based, with no consideration of nedical
ri sk- based neasures. The Board strongly felt that a
medi cal risk analysis is a vital piece of data needed
for prioritization of adm nistering and devel opi ng new
vacci nes. Such input wll insure that the proper
number of doses are recomended for stockpiling, for
use in DOD personnel, essential civilians, contractors,
et cetera. Formal nedical; risk-analyses should be
conducted for all validated agents. Priority should be

given to a highly transm ssible scenario such as

smal | pox. "

COL. DI NI EGA: Comment ?

DR. LaFORCE: Yes.

COL. DI NI EGA: That was the proposal from
Lt Col . Schnell e. The only difference is that the
validated intelligence-based threat list will continue
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the way it's been, and we wll then add the nedical
risk analysis for the user comunity to also take into
consi derati on.

On the issue of highly transm ssible
scenarios, this doesn't pertain really directly to this
recomrendation, but the Institute of Defense Analysis
is working on a nodel to |look at primary, secondary,
tertiary transmssion rates, and there is a draft
that's been completed, and | will be seeing a copy of
the draft. Initial discussions say that they may bring
t hat nodel to the Board for our review and input before
maki ng that a formal nodel.

DR.  HAYWOOD: But what we were discussing
earlier then is Board participation in that process.

DR. LaFORCE: Right. What we are going to
add, Julian, is a statenent -- actually, what | would
prefer to do is say that we support and continue to
support what was recommended 25 May 1999. Then the
second thing was the Board enthusiastically supports
t he devel opnent of -- or the exercise for nedical risk
analysis, with the additional proviso of ensuring --
and then there are sonme words about treatnent gap --
you know, the issue that Ron Wl dman brought up.
Shoul d that be separate, or could that just sinply be

folded i n?
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COL. DI NI EGA: I think what | heard, the

comments were that the nedical risk analysis wll

probably identify gaps.

DR. LaFORCE: We'll include that.
DR. WALDMAN: If this nmeno is restricted
to vaccines, then there are other factors, | think,

that need to be brought into play as well for purposes
of treatnment -- chenoprophyl axis.

DR. GARDNER: I'd like to ask a rookie
menber's question. When | see the highly transm ssible
scenario, it surprised ne, in all of this discussion,
that influenza really never shows up on the radar
screen, and it seens to nme it's not that big a trick
for someone to resort the genes in influenza, and we

know that that's one of the npbst transm ssible and one

of the nost fatal things. Wiy is not influenza a
concern as a biologic warfare -- is it because we
haven' t gotten an intelligence-based report t hat

sonebody is working on it, or is that --

COL. DI NI EGA: I think the answer M.
Pl asse gave to Dr. Tsai's question holds, but I'll let
Dr. Scott also --

Lt COL. SCOTT: I'"m Brian Scott, |'m from
AMED Center and School Conmbat Devel opnent, fornerly a

Chi ef of Medical Intelligence at an Arny MEDCOM Col .
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Diniega is exactly right. The threat |list 1is an
intelligence comunity product, devel oped under a
charter and a reginmen of guidelines, and nust devolve
only from intelligence i nformation and
counterintelligence sources of products.

DR. LaFORCE: (Questions? Comments? Yes?

DR.  WALDMAN: Could we go back for just

one second to No. 2, paragraph b). | just wanted to
ask -- | don't know if it's M. Paul, | don't know who
the appropriate person to ask is. These tiers that

were established by the Board in this nmeno, with the
suggested agents by tier, to what degree does that
correspond to the JVAP plan for vaccine devel opnent?
There's no value attached to ny question at all, just
does it or doesn't it?

MR.  PAUL: The program of the JVAP
i ncludes the advanced developnment which partly is
involved wth establishing a production capability for
smal | pox, plague and next generation anthrax. | have
asked for funding for the SEB product, and not
recei ved any fundi ng for that.

DR.  WALDMAN: So there's a high |evel of
correspondence then between --

MR. PAUL: Well, 1 had a program that

i ncluded those three before this recommendati on was
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made.

DR. SOKAS: | think the question m ght be,
is it worth -- to follow up on Ron's question -- is it
worth it for us to comment on the fact that the SEB was
not included? Is it worth it for us to comment on the
fact that the availability for the next generation
anthrax doesn't look like it's going to be until FY10.

So, yes, sonme of these correlate, but some of them
appear not to have, so that's a good followup for the
Boar d.

COL. DI NI EGA: | guess the statenment --
and we have done this before -- that the statement can
be made that efforts to seek funding of agents in the
medical tiers that was defined |ast year, that those
efforts continue and be given higher priority. Woul d
that help at all?

MR. PAUL: I don't know if it would help
or not. | don't think it would hurt.

DR. BARRETT- CONNOR: You have no evidence
of prior help, anyway.

DR. ANDERSON: But | think we ought to say
sonmething so that the om ssion to say sonething doesn't
get interpreted as we agree with the funding decision
not to go. So | think we need to point out, especially

for Tier I, that they followed our advice because they
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al ready were doing so for small pox, plague and ant hrax.
SEB -- and | guess the question would be, do we fee
strongly that that ought to be pursued?

DR. SOKAS: Well, not only SEB, but also
the anthrax, is that a reasonable tinetable, or has
t hat been changed lately, or what?

MR. PAUL: Are you asking ne if that's a
reasonabl e tinetable? | identified sonme areas where

that coul d be accel erat ed. That was not funded.

COL. DI NIEGA: | guess the question is, do
you want to still endorse accelerating the schedul e.
DR. LaFORCE: | would say the delay that

is set forth in ternms of the anthrax vacci ne just seens
| udi crous, given the fact that it's item No. 1 and
they're running out of vaccine. I would propose that
at least there be sonme sort of statenment saying that
|l ogic would say that we addressed the |argest threat
and it's a bit disappointing.

DR. WALDMAN: Maybe we coul d use different
wor ds.

(Laughter.)

DR.  SOKAS: | think the wonderful thing
for the Board is that there was this paper that was
gener at ed. There was a response. The response -- and

so this is an iterative process and so where the
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response was obvious, that's great and that gets
mentioned, and where it wasn't so obvious, then that
gets nmentioned as well, as a kind of "this is not going
to go away, this is the gumon-the-shoe approach.”

CAPT. SCHOR: A quick question. The tiers

that are nentioned here, how were they determ ned? Was

that the basis of a lot of discussion, things |Iike
t hat ?

DR. LaFORCE: Arbitrarily. No, | think
this was pretty arbitrary. | think this was --

COL. DINIEGA: It was a bunch of experts -
- well, we did the review in a room and things were
suggested - -

DR. LaFORCE: W said, what's it sound
li ke?

COL. DI NIEGA: No, they actually | ooked at
norbidity, transmssibility, and all that sort of

stuff, but we never wote down the criteria.

MR. PAUL: | guess | have a question about
that, too. The second tier says candidates for the
devel opnent part of it i ncludes establishing a

production capability. What's the difference?
The first tier is to establish a vaccine
production capability. The second tier is to devel op,

and the third tier is to research. Part of the
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devel opnent program is t he vacci ne producti on
capability, so I'm not sure | understand the
di stinction between the first and second tier anynore.

COL. DI NI EGA: | think it's just a
priority level for getting things into the pipeline,
that was the intent. The lowest tier is -- if you have
m nimal resources, then you can sort of ignore the
| omwest tier for now -- until later. That was the intent
in making the three tiers.

Lt COL. SCOTT: Woul d you comment on the
practical inmpact upon the Joint Program Managers Office
and the JVAP of an AFEB recommendation absent a new
Program Budget Deci si on Menorandunt?

MR. PAUL: W thout the funding that you
needed to execute the recommendati on, there would be no
way to respond to it.

Lt COL. SCOTT: So an AFEB recomendati on
that had an order dramatically different than your
current schedul e cannot supersede or set aside Program
Budget Menorandum 724 which governs your schedule, is
that right?

MR. PAUL: Now |'m not sure | wunderstand.
If the Board said "W don't want a vaccine for Q
fever", for instance, | could take that information to

t he deci si onmakers. That's unheard of, but if that's
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the decision -- the policy is we're going to have
vacci nes against all these BD threats, and we have
valid threats and valid requirenents for them and we
have a programin place for them

Lt COL. BOROSKY: |"m Lt Col. Bob Borosky.
I'"m the Medical Deputy at the Joint Program O fice for
Bio Defense. There's a practical issue for those of us

who are on a first-nane basis with the GAO, and that is

(Laughter.)

Lt COL. BOROSKY: | thought it would take
you a while to figure that one out. In fact, the | ast
conversation | had about six nonths ago, there's a Dr
Sushil Sharma, who sonme of us have intimately been
involved with, and he calls me up and he says, "Bob,
this is Sushil, you know ne for a long tine" -- you
know, that's like the I G being here to help you -- but

one of the questions |'ve been asked over and over --
and it gets back to Dr. Scott's point -- is how does
the DoD arrive at the priority and how do they match up
that priority with their actual efforts in research and
advanced devel opnent, that's really an issue.

And | danced faster than that guy --
what's his nane, on River Dance or whatever -- | nean

my feet were really snoking.
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So what's at stake here is doing it right,

but also we will be asked a question, which is the rea
list, and |'ve been asked that several tines. And we
have the DoD CINC s |ist, and then we have the nmedics
that seemto think it needs to be done a different way.

My point is, whichever way we conme up with, we've got
to come up with a common sense, by nunbers -- it goes
back to what the Admral said earlier -- we've got have
sonething that's explainable to the people who are
giving us nmoney to do this job. So, whatever we cone
up with, it has to make sense and it has to be
expl ai nabl e and consistent across all the various |ists
we devel op.

DR. LaFORCE: And | agree with you in that

I think the intelligence-based decision was one
component of it, and | think that what's being
suggested in response to our initial -- was that a

medical risk analysis could further conplenent this
list of agents because, | assure you, a nedical risk
analysis that's going to talk about tularem a,
hemorrhagic fever viruses, botulinum et cetera, is
going to create noderately harrow ng picture.

Lt COL. BOROSKY: That point | want to
make, though, is when soneone |ike nyself -- and |'ve

al so been through the Arny Acquisition for Training, so
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I"'m both a nmedic and |I'm also Level 3 certified -- is
explaining to nenbers of Congress how we do this. And
so if we're adding a refinement to the existing list,
we've got to be able to explain then how we devel op our
progranmatics, is the point I'm making.

DR. LaFORCE: OCkay. Yes?

DR. BARRETT- CONNOR: It sounds |ike we

weren't so nmuch refining the |list as commenting on the

fact that they're doing pretty well on two of the
priority items and the other one seens to be -- and we
would like to have the accelerated anthrax, which |

woul d just count as anthrax since the old one has gone
away and we need sone, and | don't know how everybody
feels about this staph-toxin, but it was heavily

debated before and seenmed to conme up at top of the

list. So why has that not surfaced as a priority and a
funded priority. | mean, | think one could raise that
question that we're curious about that. Why would not

we reflect any change of our position, those are our
top four things and two of them seem to be noving al ong

and the other two are not.

DR. LaFORCE: I think that we're all in
agreement with a coment in terns of the Board's
concern about the anthrax vaccine. VWhat | don't hear

is sone unanimty of the opinion in ternms of the
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strength of the statenment in terns of staphyl ococcal
enterotoxin B

DR. BARRETT- CONNOR: My point is that we
di scussed that |long ago and far away, whenever it got
to the top of the priority list before. Unl ess we're
going to schedule a neeting to discuss why it should be
taken off, | think what | heard is you can't change
your mnd about what's where on the priority |list,
ei ther raising sonething up or lowering it down without
some good information or the credibility of the whole
operati on weakens.

DR. LaFORCE: That' why | prefer not to
say anyt hi ng about --

DR. BARRETT- CONNOR: well, we did say it
was at the top of the priority list so we could comrent
on the fact that it does not seem to be receiving any
attention now | don't think that's a very threatening
statenment, it just notices that those are the things we
t hought were inportant before and here's what's
happening to them

COL. TAKAFUII: If | could nmake a coment,
all this discussion be sort of moot in a way because
the AFEB is going to be engaging in the nedical matrix,
the threat matrix. It's going to all conme out anyway

as we go through these agents and so forth. So whet her
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you conment on it now or not is not going to nake any
difference froma very pragmatic standpoint in terns of
what we do at this point in time because we are going
to be going through the matrix approach anyway, and at
that tine we would | ook at those different paraneters -
- norbidity, nortality and all that. So it may not be
worth the effort to conment on that.

DR. BARRETT- CONNOR: | nmust say | find
that a bit discouraging. | nmean, we spent the whole
norning listening to this with the assunption that what
we said would have sone inpact on what's happening. |If
it doesn't make any difference, we could go do
sonet hi ng el se.

COL. TAKAFUJI : Wel |, with all due
respect, nma'am the AFEB makes recommendations to the
Departnment of Defense, it doesn't direct the Departnent

of Defense. So the Departnment of Defense, in its best

judgement, has the prerogative to do whatever it
chooses to do. And | don't nmake that statenent
di srespectfully, |I'm saying that the Board can make
recommendations -- and | |look at the Board, having had
a long relationship with the Board -- | |ook at the

Board as really finding the best way that the Board can
be effective in terns of getting the DoD to nove in

certain directions, and | think right now wth the
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threat risk assessnment -- | don't think JCS is here
anymore, | think Larry Kimrs already left.

COL. DINIEGA: No, Larry's here.

COL. TAKAFUJI : But | think that we're
going to have to figure out how we can convince the
Chai rman, JCS and so forth, and the way you do that is

by using their systemto get to it.

DR. SOKAS: | don't disagree that focusing
on the -- working on that systemis inportant, | think
that is inmportant, but | also, having sat through many

di scussi ons saying "adenovirus is going out of stock,
adenovirus is going out of stock, adenovirus is out of
stock", but the only satisfaction sonmetines we have is
the somewhat Cassandra-like ability to say "W're

pointing out that it would be nice nmaybe to have

anthrax a little sooner than is currently on this
agenda,"” and nmaybe it won't have a directive inpact,
but at least we'll feel better for it. | shouldn't say
it that way, but | think that it is inportant to

mention these things.

DR. BARRETT- CONNOR: Well, we don't think
we're directive, none of us think we're directive, we
think we're advisory, but if we're advisory and we
don't say anything, then it's a waste of our tinme to

listen to all of the information.
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COL. TAKAFUJI : Well, a comment was made,
for exanple, about influenza. I happen to agree 100
percent with you. |'mworried sick about influenza. |

think it's a very powerful biological weapon, but to
get ne to get JCS to address that as a biological
threat is another issue. So what |'m saying is that we
must wuse the nmechanisms and the channels that are
available to us to get the information through the
system and that's why the matrix was devel oped,
because it's a mechanism for us to do that.

That should not preclude the AFEB from
maki ng recomendations if it feels strongly that even
based on the fact that the treat assessnents do not
reflect certain biological agents out there that could
be potential weapons, the AFEB has the prerogative to
make it's recomendations on any agent it desires,
whet her it's influenza or not. But, again, it's going
to be up to the Departnment of Defense to take those
recomrendati ons and to act on them

So all I'm saying is, work wthin the
mechani sm you have. | really welcome the AFEB' s active
participation in the matrix because | think that's the
way you get to us, and | say that quite openly and
frankly because that's how we're going to get JCS and

the services to |isten.
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DR. LaFORCE: | agree. Super. So what |

woul d propose is to coment on paragraphs -- | guess
paragraph 1, and use the questions to the AFEB that
were posed to us in ternms of the criteria and also the
interest on the part of AFEB to work with DoD personne
to develop -- to further develop this matri x.

COL. TAKAFUJI: Absolutely.

DR. LaFORCE: OCkay. | wll do that.
DR. BARRETT- CONNOR: Excuse nme. |'m not
sure then -- is your response going to include a

comment about the progress on the anthrax vaccine and
t he no-progress on the other?

DR. LaFORCE: \What | propose is -- let ne
be very precise about this -- was a general statenent
of support for what was sent in a year ago. The Board
Is concerned about the lack of -- or the slowness
particularly in ternms of anthrax vacci ne.

COL. TAKAFUJI: The next generation.

DR. LaFORCE: Yes, the next generation
anthrax vaccine. And | wll circulate also a statenent
about staphylococcal enterotoxin B as part of that
st at ement. Secondly, the Board supports the effort to
devel op medical risk-based neasures as an effort to
standardi ze selection of vaccine candi dates and

wel conmes participation with DoD personnel. And those
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would be the two statenments over and above a genera
statenment of support for the docunent that was sent in
a year ago.

COL. DI NI EGA: | just have one comment. |
think what we want to do is support -- and we should
use the termnology that was presented by LtCol.
Schnelle -- nedical --

DR. LaFORCE: Ri sk-based neasures.

COL. DINITEGA: | don't think she used that
-- medical risk assessnent.

DR. LaFORCE: Medical risk analysis.

COL. DI N EGA: Ri ght . So we'll use the
sane termnology is what | am saying, so there's no
conf usi on.

CDR. M:BRI DE: | have a coment, please.

In making a recommendati on or an observation about the
next generation anthrax vaccine, we're concerned that
it's taking so long -- | just don't know. Maybe this
is as long as it can take and they're doing everything
to go as fast as they can. |Is that what you said?

COL. DINIEGA: No funding.

CDR. Mc BRI DE: Al | right. Then |
m sunder st ood.

MR. PAUL: We base it on the substance

about what technology would be pure enough to bring
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into advanced developnent at the end of this fiscal
year, and that's being defined with an analysis of what
(i naudi bl e).

COL. DI NI EGA: M. Paul, can you nove up
to the m ke?

MR,  PAUL: And presuming that it wll
follow along a generic devel opment course, there's an
opportunity to shave two years off of that schedule
and that was identified -- the funding for that
schedul e savings was identified, and it was deni ed when
we went through the budget exercise this year, as wel
as the funding for all of the vaccines that were |isted
on that chart that | showed you that were expected to
be mature enough for advanced devel opnent during this
POM cycl e.

CDR. Mc BRI DE: Thank you for t hat
clarification.

MR. PAUL: There's schedule savings
opportunities with ricin, next generation anthrax, and
a nultival ent equine encephalitis, and the next is the
vaccines for the nultivalent equine encephalitis --
excuse nme -- SEB, Dbrucellosis, Mrburg Ebola, and
mul ti - agent vaccine platform were identified as
opportunities for advanced devel opnent during this, and

none of that was funded. And we have to restructure
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t he Venezuel an Equi ne Encephalitis program because not
only were we not given funding, funding was renoved
fromthe program

CAPT. SCHOR: I would just ask, who
determ nes that funding? Who actually sits on the POM
Is that a single service or is that --

DR. MJSI C: It's a commttee. It starts
with the Joint Material Service G oup, works its way up
to the Joint NBC Defense Board, and those decisions are
made t here.

DR. LaFORCE: I nust admt, this should
come as no surprise to the Board. If you renmenber
Charlie Hoch's presentation to the Board, it would have

been a year ago. Charlie went right through and at the

bottom of the funding list, item -- | thought it was
No. 10 on his list -- he then said that VEE was at risk
of falling off that Ilist this year. And so that

generated a coment from the Board, but it's alnost
deja vu. What Charlie thought was going to happen
happened.

DR. MJSI C That was for the tech base
fundi ng. That probably did mke it to advanced
devel opnent, and the advanced devel opnment funding was
cut this year.

DR. LaFORCE: That's what got cut.
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COL. DI NI EGA: Let me just neke one

comment on this funding issue. VWhen it goes through
the Joint Service Material Group and the Joint Service
Integration Group and NBC Defense Board, it is a 1-2N
integrated list of medical and nonnedical itens, so we
are conpeting against a weapon system et cetera, et
cetera. And this austere body, which has a nmedical
representative on it -- and LtCol. Scott could tell wus
all about -- but there is a medical representative, and
you do literally conpete against other weapons systens.
And they don't fund everything because they can't fund
1-2N.
DR. LaFORCE: Okay, item three, "3) the
I ssue of counterneasures be performed as taking into
account factors such as treatnent availability, post-
exposure prophylaxis, and stockpiling of currently
avai | abl e pharnmaceuticals -- we spent a fair amount of
time talking about this yesterday. Was there enough
di scussion that that would nmerit a comment on that
i tenf
DR. BARRETT- CONNOR: Is there a specific
questi on about that?
DR. LaFORCE: No, other than the fact that
It was discussed and that the AFEB is strongly in favor

of the devel opment of the stockpiling exercise and has
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participated in devel opnent of recomrendati ons as asked

by Secretary Daniel.

DR. WAL DMAN: The guestion about
antibiotics will cover a lot of what's in here.

DR. BARRETT- CONNOR: Can | make one
comrent about that? | nean, | think nmy enthusiasm for

stockpiling is perhaps irrationally attached to how
| ong the drugs are good after you have stockpiled them
I's that sonething that --

DR. LaFORCE: There's no rel evance because
you ar tal king about the bubble phenonmenon in
stockpiling, so that you actually don't get them and
stockpile them they are stockpiled in pharmaceutical
conpani es who are responsible for that turnover.

DR. BARRETT- CONNOR: So they are selling
them form the bottom

DR. LaFORCE: Ch, yeah, and what you're
doing is you are paying for the availability of a
certain stockpile.

DR. BARRETT- CONNOR: That inplies that the
only things that we will stockpile are the things that
t he pharmaceutical conpanies can sell enough of to make
t he bubbl e work.

DR. WALDMAN: As it were, that's what it
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DR. LaFORCE: | nmean, there isn't a new

megam cin that's out there that's not |icensed.

DR. BARRETT- CONNOR: No, but there m ght
be a new antimalarial, for exanple, we wouldn't be able
to -- | mean, |I'm just thinking ahead, but it seenms to
me that's the problemw th that system

COL. TAKAFUJI : The only problem that |
see with the stockpiling issue that could create a
problem for us is, if we had an incident, a donestic
i nci dent, where there was a DoD requirenent at the sane
time, simultaneously there is a civilian requirenent,
t he pharmaceutical industry can only respond so quick,
and so you could have sonme mmjor shortfalls in that
regard in terns of being able to --

DR. LaFORCE: Steve, would you comrent on
this. W tal ked about this l[ast night.

DR. OSTROFF: We talked about this
yesterday, and in point of fact we have VM, vendor
managed i nvent ory numbers that are HHS- speci fic
nunbers, and then there are also nunbers that are DoD-
specific. So in point of fact, the manufacturers have
to guarantee that there is enough of a bubble that they
could sinultaneously fill both of those orders, or at
|l east that's my wunderstanding of the way that it's

supposed to worKk.

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

23

24

25

146

The other thing, just to point out, is
that even within the DoD system there is constant
turnover of all of the drugs that would be stockpiled
for use in BW situations. So even at the forward
depl oyed areas, they could nmke sure that they have
material that's still within its shelf life. It really
shouldn't be a big problem for them to use up the
ci profloxacin as it gets towards the end of its
expi rati on dates.

DR. LaFORCE: [tem four, "4) The Board
recomends a formal review of the effectiveness of
current medical surveillance as an early detector for
exposure to biologic warfare agents.” | don't think
anybody would disagree with that, and that's going to
be one of the itens for the next AFEB neeting?

COL. DI NI EGA:  Yes.

DR. LaFORCE: "5) The Board recomends a
formal review of the rapid diagnostics available to
support nedical surveillance as an early detector for
exposure to biologic warfare agents.” Ditto.

"d) The Board endorses and urges rapid

depl oyment of the planned Joint Tri-Service Software

pr ogr ans capabl e of recordi ng and reporting
adm ni stration of any dose of vaccine, licensed or |IND
adm ni stered to DoD personnel.” That's not very
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controversial. W' ve discussed this before.

"e) Lastly, the Board recomends that
high quality education and marketing progranms be
devel oped for each vaccine deployed against biologic
warfare agents and recomended for use in DoD
personnel. Ideally, this would be devel oped by experts
both i nside and outside of the DoD."

DR.  ANDERSON: Has anythi ng happened on
t hese?

DR. LaFORCE: The exanples that we've had
-- we usually -- John Grebensen gives us a followup --
the best exanple, of course, the anthrax vaccination
program as the tenplate -- or boilerplate of how you
can actually follow a fairly conplex vaccination
programthat is person-specific.

COL. TAKAFUJI : The anthrax program is a
good exanple of a well-resourced programthat we really
-- there has never been a vaccine in this country, in
fact, that has been followed as closely as the anthrax
program has, as you all know, but it's very resource-
i ntensi ve. I'"'m not convinced that we can do it,
frankly, for every vaccine, but we're going to give it
our best shot. And one of the things that can help us
a lot is the conputerized approach to a lot of the

recordkeepi ng and so forth. Easi er said than done, of
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course, mnd you, but what we are doing is we are
trying to integrate immunizations of all kinds along
with all of the other things that are going on as part
of the patient health record that needs to be put in
sone systemso it's well docunented.

DR. ANDERSON: | think it would be hel pful
if we could say that in reviewing it progress has been
made and, if it hasn't, then we don't need to say
anything. | guess that was after who made this conpl ex
set of recommendations and, in fact, some of it seens
to be nmoving forward and sonme of it is not. The parts
that are, we ought to pat them on the back for noving
f orward.

COL. DI NI EGA: Let mre make a comment on
t he imruni zati on tracking system and, Capt. Trunp, bail
me out if | step out of bounds here. At the | ast
neeti ng, what we heard and what led to this

recommendation, was that in the anthrax inmmunization

tracking, services are utilizing their own software
ri ght now. There is not a tri-service software for
i mmuni zation tracking. But we have three or four
I mmuni zation tracking -- three out there -- and the

intent was to try to put an enphasis on devel opnent and
noving forward with a tri-service software package.
DR. ANDERSON: I ntegr at ed.
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COL. DI NI EGA: | nt egr at ed. And, Capt.

Trunp, | don't know what progress or nonprogress has
been made on that.

CAPT. TRUMP: They are making progress.
You know, it's not as rapid as we would like to see,
but there is or wll be an inmunization tracking
conponent for the CHCS2, which is the next generation
of software for nedical recordkeeping in DoD. In the

conponent that's called the Theater Medical Information

Program TM P, there are also -- which is what the
depl oyed platforms wll have, immunization tracking
wi |l be an element of that, and that wll be
standardi zed for all services. How this gets adopted,

it's not "this year we have it, next year we won't,"
li ke any other program it's over five to ten years
until it will be there for the entire force.

DR. LaFORCE: Could we have a followup at
the next AFEB neeting, David, of +that initiative,
because we had it -- it was a couple of neetings ago --
and | thought that was a fascinating presentation, the
tracking system presentation, and this generated a
great deal of discussion at that tinme, and it would be
nice to get a followup, as brief as it m ght be.

COL. TAKAFUJI : You're not talking about

t he anthrax, you're talking about --
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DR. LaFORCE: No, |I'm tal king about the

nore general --

CAPT. TRUMP: We'd be glad to do that.

DR. SCOKAS: | have a clarifying question
just to nmake sure we have this in context because this
came up as part of the whole huge Gulf War problemthat
sone service branches couldn't provide any informtion
about immuni zations received by certain nenbers of
their forces. And ny sense is that in followup to
that, that's no |onger true anywhere, that virtually
anybody who gets an inmmunization has it recorded
sonepl ace, it's just that this integrated system
doesn't exist yet.

Lt COL. TRUMP: The only place we're doing

it 100 percent is wth anthrax vaccine. My
understanding -- Ben can correct nme -- for Air Force,
Air Force is putting all immunizations for active duty,

and hopefully | think for famly nmenbers into a single
tracking system The other services are not doing that
uniformy yet, other than for anthrax.

DR. SOKAS: But they are noving in the

direction --

Lt COL. TRUMP:  Yes.

DR. OSTROFF: |I'msorry that | wasn't here
for -- sone of these coments nmybe already have been
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di scussed, but one thing that | haven't heard any
di scussion about is the 1issue of side effects.

Vaccines -- and | know that there has been an enhanced
effort to try to do better nonitoring of the side
effects, particularly fromthe anthrax vaccine, but |'m

not sure it's being done in a standardized way across

the services, and |I'm not sure it's being done as
I ntensively outside of certain particular centers, |ike
at Tripler (phonetic), et cetera. So, |'m wonderi ng

whether or not there should be sone sort of a
recommendation that we have nobre systematized side
ef fect nonitoring from vacci nations.

COL. TAKAFUJI : Vhat | would recommend is
you get a briefing next neeting and then bring up these
questions that are direct in nature. | happen to agree
with you. As | said, you know, our best exanple is

anthrax, but it has just been a nmnonunental effort to do

It. | don't think, with the resources we have right
now, frankly, | don't think we could do it for every
vacci ne.

CAPT. TRUWP: Right, but | think you're
going to have to do it for every vaccine, especially if
you're going to be using ones in the future that m ght
be in IND status --

COL. TAKAFUJI : What | would recommend is
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you get the briefing fromthe TMA -- or we would have
to discuss who would be the nost appropriate people to
brief you -- but you get that briefing, and you ask
t hese questions of those people who are responsible for
that system and they can tell you accordingly, and
then you can make your recommendati ons based on that.
That woul d be nost neani ngful to us.

CAPT. TRUMP: For anthrax vaccine, we
could present what is being done for tracking adverse
events for that vaccine in particular because we do
have 100 percent --

COL. TAKAFUJI: Well, the VAERS systemis
t heoretically applicable to all vaccines, for reporting
all adverse reactions, but in reality it's probably not
i npl emented to the sanme extent as with --

DR. OSTROFF: Well, | know there's been a
| ot of discussion about having the these -- the concept
of Vaccine Centers of Excellence where you would have
particul ar |locations that would do active nonitoring of
popul ations after they receive vaccine. | think that
would be a nmarked inprovenment over sinply relying on
VAERS reports, which are basically a passive system
If you really want to know what the |evels of side
effects are, you have to do sonmething that's a bit nore

active than simply waiting for passive reporting to
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conme into play.

COL. BRADSHAW I know of that particular
initiative -- this is Col. Bradshaw -- as far as the
"Vacci ne Centers of Excellence", but | don't know if

that type of active nonitoring in ternms of follow ng
cohorts and tough, labor-intensive -- | think the
| arge-1ink database <capability which we do have
currently with the Defense Medical Surveillance System
and our tracking prograns is, | think, the npre
efficient way to go, and it's certainly one that the
CDC has endorsed in ternms of what they've done with HMO
and childhood vaccines. Il think this is a nore
efficient way of doing it and we are currently doing
that, putting in both inpatient and outpatient -- in
fact, the reason |I wasn't here this nmorning is | was
presenting that data to the Air Force Surgeon GCeneral
on sonme focus diseases in relation to anthrax.

So I t hink  VAERS, with the known
limtations of VAERS and the underreporting has to be

conplenmented by the large-link database capability

which we do have. | think this other would be an
Interesting addition, but | think that's not feasible
for the entire force. | think the large-link database

capability is the right way to go.

And the Immnization Wrking G oup, of
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whi ch nost of these people are nmenbers, we have pretty
much all signed off on requiring at |east the active
duty, and hopefully moving to our dependents as well
all immunizations into the automated tracking systens
so that we can link them And, currently, even though
we are using three different systems to put things in,
there is a comon database, which is the VAERS
dat abase, so that that information is able to be
shar ed. So there is a common database, but we just
have different front-ends for putting it in, and then
CACS2 will have an integrated and comon tracking
system including some nodules that are stand-alone
t hat you can take out to the field.

DR. MUJSI C: This is Stan Msic. Col .
Bradshaw, how big is the large-link database in the
mlitary?

COL. BRADSHAW In ternms of |ines of code,

or how many records?

DR.  MJSI C What's the population it
serves?

COL. BRADSHAW It's the active duty
popul ation, and so it includes all inpatient data out

of the standard inpatient data record, all outpatient
data from the standard anbul atory data record from 1997

on, inpatient from about 1990 on, and that's |inked now
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with the inmmunization data in the Defense Eligibility

Enrol | ment System DERS.

DR. MJSI C Well, in the civilian side,
vacci ne safety is what | do for a living, and we use
VAERS or sonme variation of it -- each manufacturer has
it's own database as well -- and then we go to I|arge-

i nk database for hypothesis testing. That's exactly
what we do and | would support that concept. I think
trying to set up a special study that captures
absolutely everything would be a real waste  of
resources. And you have trouble trying to interpret it
anyway.

COL. TAKAFUJI : | think these were really
set up nore as pilot projects with the idea that we
would learn from that experience, so | don't want to
give you the inpression that that would be the standard
for the whole system

DR. MJUSIC. So VAERS and passive reporting
is really for signal generation, and once you get a

signal, then you test that hypothesis in a large-Ilink

dat abase.

COL. TAKAFUJI : There's a big popul ati on,
too, that we haven't talked about, it's called the
Reserves -- nightmare. An absol ute nightnmare. So

there's much nmore to this equation than just sinmply
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active duty personnel.

DR. LaFORCE: Stay tuned, it will be the
next meeting.

DR. OSTROFF: | also have a couple nore
comrents. One of themis --

DR. LaFORCE: No, you can't.

(Laughter.)

DR. OSTROFF: Oh, | can't? \Where do we
stand in terms of peer reviewed publication of sone of
the studies that have already been done vis-a-vis the
vacci ne? | know that we nmade an effort to get that one
article in the MWIR, but that's not quite the sanme as
peer review publication of the data, and one of the
problems with the anthrax situation has al ways been you
are playing catch-up in ternms of everybody el se getting
their stuff out on the Internet really easily, and the
real data not sort of being out there in quite the sane
way . So are we making noves towards getting this into
t he peer review literature?

CAPT. TRUWP: | would say yes, but | don't
know t he details.

COL. TAKAFUJI: Yes. John G ebensen and |
and Phil Pittman and all these guys are very nuch aware
of that, and there they're noving. | can't tell you

where they are with all the articles, but | know that I
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have seen drafts and so forth.

DR. LaFORCE: No, because the |ast session
that we had -- | nean, they spent a fair amount of tine
scol ding and di scussing and pushing, in terms of saying
"get this stuff out."

COL. BRADSHAW I can tell you the DMSS
just delivered the hospitalization data study to AVIP,
and I'm sure that they wll try and follow up wth
subm ssion of that to a peer review journal, but
they've got all the hospitalization data, including the
adj ustments for confounders and the whol e thing.

DR. OSTROFF: The third comment that 1'1]
make -- and this may be beyond sort of the scope of the
Board, but | continue to really be very concerned the
situation with the availability of the anthrax vaccine
and knowing that the new generation vaccine is
apparently years off -- some sort of a statenent about
what can be done to correct that situation, especially
relying on a single manufacturer for the foreseeable
future to produce all of that vaccine, know ng the very
jaded history of GNP and stuff [|ike that. Are there
sone efforts to try to conme wup wth a second
manuf acturer or do sonmething to try to rectify the
Situation a little bit better than it is?

COL. TAKAFUJI : I'd like to make a comrent
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of f the record.
COL. DI NI EGA: The recorder is on, you

can't do it off the record.

COL. TAKAFUJI : | need to make a comment
off the record, and the reason | need to nake that
comment is, I'mgoing to recommend to the Board that it
defer on any recomendations about the AVA until its

next neeting because there may be sonme decisions and so
forth that would influence that decision.

COL. DI NI EGA: And | second that because
we've been in discussions about the shortage of
vaccines, and there are other avenues that are being
| ooked at to solve this, and other senior policy
peopl e.

DR. OSTROFF: Anything that we can do to
hel p you --

COL. TAKAFUJI : They may be back at the
next meeting.

DR. LaFORCE: Ckay. Let ne close this
part of the discussion by saying that -- why don't |
take a crack at preparing a response and |I'Ill circulate
it hopefully within the next two to three weeks to
Board nenbers, and then get back to ne. "1l probably
circulate it by e-mail so that you can nake whatever

changes -- you could put the lines across or wordsnmth
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it anyway you want, and then we'll put it back together
and then 1'lIl send another version out. |['Il try to do

t hat as soon as | possibly can.

EXECUTI VE SESSI ON

(1:10 p.m)
DR. LaFORCE: W have six itens of
busi ness that we have to finish fairly quickly. One,
could we go to the revised squalene -- either

recommendati ons, or discuss that for the next five or

ten m nutes, if we could, Stan?

DR. MJUSIC. 1'd be happy to do that. ' ve
got a draft that | have scribbled out, and if 1 can
follow it 1'Il read it off to you. But I will do the

sane thing that you just suggested you would do, which

is when |I get back I will put it all together into a
clean docunment, and | wll send it to vyou for
circulation out to everybody, coments, inputs, and
then we'll get a final

l'"'m addressing now the tone that we
deci ded we wanted. We found the paper by ASA, et. al.
very interesting. W find two issues that nerit

explication.
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1) Scientifically, the paper has a |arge
number of flaws, some of which are extrenely grave and
which invalidate to an alnost conplete degree its
conclusions regarding squalene and the inplications
whi ch proceed from them The major flaws include --
and then I would go through the Part |, Dose Responses,
Controls, Lack of Blinding, Specificity issues.

Then -- the net result is that the Board
has very little confidence that the patent-pendi ng ASA
Assay actually nmeasures antibodies to squal ene, though
we cannot exclude the possibility.

2) Also, whatever the paper's flaws, the
Board cannot exclude the possibility that the authors
have di scovered or sonehow stunbled upon a |aboratory
means of distinguishing persons with possible GA5, Gulf
War Syndronme, fromall others, so replicability becones
t he issue. The Board recognizes the difficulties
I nherent in defining a "case" of GW5, but feels that
the synptom list in the ASA, et. al. paper is a good
starting point. Therefore, we recommend that a
suitable test of replicability be done in cooperation
with the authors and wth the following design
el enent s. And then the bullets under Par t I,
Col l ection of Participants, Clear A Priori Selection

and Exclusion Criteria -- renoving Harvard, Mayo and
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Carl Alving by nane.

And then as a final piece | would say --
Let us be clear that we are not discussing a study to
val i date whet her the ASA Assay can detect antibodies to
squal ene, rather, we are trying to leap over this
i ntermedi ate obstacle and get quickly to the bottom
l'ine: Does the ASA Assay clearly, reliably and
unequi vocal Iy di stinguish people with possible GAS from
all others and, if so, wth what specificity and
sensitivity. Many caveats and qualifiers would have to
be in place to assure nmeani ngful ness, and the precedi ng
bulleted list can, and probably should, be wusefully
expanded and further refined to help assure that any
ensui ng study be definitive.

So, that kind of tone gives a lot of
flexibility, sone general gui dance, provi des the
critical review and trashes it as a scientific piece
from which you can draw conclusions, but offers to
Congressman Metcalf and others a path to detern ne

whether this is useful or not quickly and with m ninmm

expense.
DR. LaFORCE: Great job. Questions?
DR. ANDERSON: | think I'd take out the
"stunbling.”
DR. LaFORCE: OCh, well, we'll massage
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DR. LaFORCE: Stunbl ed upon.

DR. MJSI C: The wordsmthing later, just

broad i deas.

DR. BERG Bill Berg. 1'd like to suggest

a consideration of sone |anguage to the effect that if

they do not attenpt to replicate it, we cannot consider

the study valid. My concern is that

t he Congr essnan

Metcal fs of the world and ot her people are going to say

"Aha, they've said this could be true, we're such

wonderful people, we don't need to validate it," and
they'll pick up on the first half and drop the second
hal f .

DR. MUSIC. Can | suggest that you include

t hose suggested phrases in your revision to what | wll

ci rcul at e.
DR. BERG WIlIl do.

DR. MUSI C; Thanks.

DR. LaFORCE: Ckay. Good | ob. Agai n,

t hank you all, the group that worked on this, this was

not easy.

Steve, in ternms of the

anti biotics, I

assune that you will draft -- you ve got two people

one from DoD and one --
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DR. OSTROFF: One is behind you.

DR. LaFORCE: Okay. WIIl sort of cobble
sonet hing together along the lines that we tal ked about
before. There's only one other thing that | would add.

You know, last night as | was trying to elimnate the
crab snmell, | was sort of in a fugue state, and | was
t hi nking about the recomendation in terms of the
antibiotics, and then | was thinking of what the

Israelis did in ternms of when they had stockpiled their

antibiotics, they kept it a secret. And the nore |
t hought about this before | fell asleep, | thought that
was a good idea. You know what | nean? |[|If we go out

and you just tell everybody that you're stockpile for a
potential terrorist threat is cipro and doxycycline --

DR. OSTROFF: And then they know what not
t o produce.

DR. LaFORCE: That's exactly it. Then
they know exactly what to clone or what plasmd to
insert in terms of making sure that they would -- and
so | was asking nyself the question. | said, gee, one,
is there nmerit in terns of this being a secret or
sonething classified and, two, is it possible -- and
it's probably not possible, but --

DR.  SOKAS: Well, the cheaper obverse

woul d be to say you have stockpiled against it and not
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have and then obviate the threat that way.

(Si mul t aneous di scussion and | aughter.)

COL. DINIEGA: Let nme just make a comrent.
First, let me ask Nancy -- the publication date is 17
July, and so it will be out and it's open literature.

No. 2, the age-old debate of vaccines,
i mmuni zati ons, and what do you force the other guy to
do is on the table, that's what you're tal king about.
If they know, what do they do? Well, one of the
argunents has been it forces us to think about a new

way to do things, which is going to cost people and

personnel . And the question then becones, can we
invest in that? So, you can go either way. But |'m
sayi ng that debate has been gone through. Do we tell

peopl e what we're imunizing against or devel oping, or
not, and there's been argunents both ways. And the way
it's done now, it's pretty open.

DR. LaFORCE: Al right. | should have
fallen asleep earlier.

COL. DINIEGA: It was the crabs.

DR. SOKAS: Too nmny crabs.

DR. BARRETT- CONNOR: The crabs were stil
putting thensel ves back together.

DR. LaFORCE: Al right. How about the

ergononi cs reconmmendation in terns of the question that
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relates to the ergononi cs issue. Who was responsible
for that?

(Laughter.)

The good Dr. Anderson.

(Si mul t aneous di scussion.)

DR. ANDERSON: | am going to follow the
precedent set. One, our group, we were short two of
our critical nenbers -- Rosie, who is here today but

wasn't here yesterday, and Phil Landrigan. So we had a
very good discussion and | got fairly extensive notes
which | wll then shortly put together as ny |ast
official duty before vacating ny chairmanship, and |
will circulate that shortly, and | think we've got
enough to cover it. And the gist of what we said is we
need to -- this is a conplex area, we're going to
mai ntain a dialogue with the group on the areas where
we're goi ng to give sone br oad, gener al
recomendati ons, and then say we need to follow up with
nore in-depth areas, and we'll circulate it.

DR. LaFORCE: Do you need nore help wth
that, or did that --

DR. MUSIC. Well, he's just got to give us
what he has, and then Rosie's going to take the |ead
with this.

DR. ANDERSON: What we're hoping is to get

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

23

24

25

166

this done wthout having to have another neeting or
tel econference, and |I think |I've got enough to do it,
or we can wordsmth it over the Internet to get it
finished. The fallback would be to say, well, we need
nore di scussion, make it broader as an initial
response, and then follow up at the next neeting.

DR. LaFORCE: Do you think, Rosemary -- or
the group that worked on that -- that a nonth is enough
time to turn this around?

DR. SOKAS: | don't think so.

DR. LaFORCE: No?

COL. DI N EGA: | was just going to talk
about recommendation time |ines.

DR.  BARRETT- CONNOR: | think that the
question was about cost-effectiveness, and there were
so many questions about what went into the nodel, and
we don't have anybody on this committee who is really,
to nmy know edge -- tell me if |I'm wong -- a cost-
ef fecti veness person. And | really felt that you need
to have such a person, either as a new nenber of the
Board or to be brought on as a consultant. | felt |ike
| was in way over ny head.

DR. SOKAS: And to second that, although I
apol ogize, | wasn't able to be there yesterday. The

entire agency that | sit in, which is N OSH cost-
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ef fectiveness is never anything that is ever addressed,

it's not part of the mandate. So, it's true that to

accurately

resource --

answer these questions, | think we need nore

you know, nore human resources than we have

ri ght now on the Board. But we could give the answers

we coul d give.

DR. LaFORCE: Do you need sone hel p?

DR. MUSIC. |I'm not sure that the question

is answerable with the existing know edge base, period.

DR. ANDERSON: Ri ght . | think that was
our -- that once we were delving into the question is,
what can we provide that will be hel pful, and then nove
on to additional issues -- use this as a springboard.

| guess that's kind of a nore gl obal franmework

DR. LaFORCE: No, no, because what | think

I'"'m hearing is sone real disconfort on the part of

Board nenmbers in terns of answering the question that

it was set

forth. How do we resolve that? Do we

resolve that by finding sone nore expertise to | ook at

that, or nore information --

that right

cone back,

necessary

(202) 234-4433

DR.  MJSI C | don't think we can answer
now, until we see what we can put on paper.
DR. LaFORCE: Ckay. And then when you

you will then suggest what else mght be
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DR. MJSI C: We'll talk to each other and
conme up with something.

DR. ANDERSON: The goal is to have sone
ki nd of a response relatively quickly. | would like to
do it by the end of June.

DR. LaFORCE: Okay, fine.

DR.  ANDERSON: If not, start it by Friday
before | |eave. If it falls apart and as tinme passes,
our menory of the discussion will also fade, it may be
necessary to continue this at the next neeting.

COL. DI N EGA: Let me make a conmment on
t he ergonom cs question. | approached LtCol. Lopez on
the issue to see if they could utilize sone assistance,
and the initial question was going to be around a
surveillance issue and how to identify specifically
ergononi c-related injuries. And as you saw from the
question that cane from her bosses, it grew And |
think the subcommttee did the right thing by pinning
her down as to what priorities did she want those
gquesti ons answer ed. It is not unreasonable to go back
and give a very generic thing and say you need nore
i nformati on or whatever, and give general guidance.

| f the subcommttee feels they need

sonebody with special expertise or another neeting, you
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need to let me know and | can help wth making
arrangenents. She admttedly says the program
although it gets a lot of press and marketing, is a
little on the fledgling side. There's no real action
plan I|ike we saw from LtCol. DeFraites on the
I njury/occupational illness side, and she acknow edges
t hat . Actual ly, one of the questions was asking what

shoul d be in that action plan.

DR.  RUNYAN: Could | just say sonething?
My concern about this is that we -- | think what she's
trying to do in terns of |ooking at ergonom c issues is
very inportant and that we ought to endorse that, but |
think she's in a bit of a bind, as | understand it,
that without a cost-benefit analysis she can't nove
forward with the program and yet we don't fee
confortable that the know edge base is sufficient to do
t hat cost-benefit analysis. And what | don't want to
have happen is have the program go down the tubes for
the wong reason. And so | think if we can sonmehow or
other in what we fornulate endorse the inportance of
addressing ergonomcs even if we can't endorse the
cost-benefit steps to get there.

COL. BRADSHAW Part of the problemis the
i ssue of we're not sure what the know edge base is, and

maybe the first step is to see if Cochran or sonebody
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has done a systematic review and, if not, then sonmebody
should do that as the first step, and then define what
the evidence base is, and then decide if you' ve got
enough information to do a cost-benefit or decision
anal ysi s.

DR.  RUNYAN: That suggestion was mde to
her yesterday.

COL. BRADSHAW Was it? Okay.

DR. BARRETT- CONNOR: | think one of the
problenms is that there's a |ot of kinds of work in the
mlitary that are not wdely represented in the
civilian sector. It would be hard to know what to do
with them

DR, MJSI C: You start off with everybody
mar ches, everybody runs, and then people carry 175-
pound litters, and other people drive tanks. So it
gets a little difficult to separate out what s

ergonom ¢ and what is baseli ne.

DR. BARRETT- CONNOR: Anyway, | agree with
you conpletely that | think it's terribly inportant,
and | do think that -- | had the distinct feeling that

if there isn't a potential to denonstrate that it's
going to be cost-effective, it will die at nmorning. So
I think that's why we're going at it from the opposite

end than where one m ght usually start.
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COL. DI NI EGA: Let me just nmke a comrent

on that. | don't think this is going to die because on
the civilian personnel side of the house, the President
has directed that they reduce certain things as a goal,
and one of themis FICA clainms which has some of what
you -- you know all about that, | shouldn't be talking
about that. And so there is a goal of reducing FICA
clainms which inpacts on this issue, so | don't think
it's going to go away. The specific application to the
mlitary is probably the issue.

DR. ANDERSON: | think as to the final
note, part of our issue was one of strategy and -- as
opposed to just sheer coment on the science and the
I ssues, and where we kind of got caught up is "can't
nove forward w thout cost-benefit analysis,” so our
recomendation to do additional research or do
eval uations and things |like that that need noney, there
isn't nmoney to do that, so it's kind of "what can you
do with the avail able resource” was kind of the bottom
line we canme to, and | think that's where we had sone
di sconfort -- there just isn't enough there to answer
the question to generate the information to really make
it a robust, sound analysis when the database, the
clinical database, is wong 50 percent of the time -- |

nean, there's all of the data issues wapped up in it
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as well, and | guess where we're sort of headed is,
we'll see.

COL. DI NI EGA: The other inportance with
this issue is this is a question that's from outside
the nedical chain. This is under Environnmental
Security, t he Deputy Secretary of Def ense for
Envi r onment al Security, so they approached Health
Affairs to ask the question to the Board. So there's a
little bit of a precedence here, so we should try to
provi de the best assistance we can.

DR. LaFORCE: | have three other itens.
One is a discussion that |1've had with Ben several
times, and with some of you, and this is the issue of
orienting new AFEB nenbers, or |lack of orientation of
new AFEB nmenbers, and this is one of the goals that
|'ve set for nyself before I finish. l'"m going to try
to develop a system so that -- the turnover is such
that we usually have, what, three or four --

COL. DINIEGA: Five a year.

DR. LaFORCE: -- five a year. And what
we're trying to develop is a way of actually bringing
the five new nenbers into Washington either --
hopefully before their first neeting -- so that they
could have a session on, one, a history of the Board,

the real role of the Board, opportunities, also a
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di scussion in terms of mlitary nmedical research
activities, vaccinology, how the mlitary funds itself,
what the preventive nedical officers -- who they are,
what they do -- all of the sorts of things that, as
members of the AFEB, you sort of pick up after a while.

But | nust admt, the first couple of neetings, | felt
pretty stupid. | didn't quite know what was going on,
unl ess you were tal king about a vaccine. If you were
tal ki ng about a vaccine, | was all right, but | didn't
know nmuch of anything else. And |I think that that's a
m st ake because | think it doesn't allow nenbers to
sort of get in, hit the ground running, and understand
their responsibilities to the Board right fromthe get-
go.

And so I'm working with Ben -- | haven't
given up. We thought we had sonme noney identified for
this, but we haven't given up that process, and | would
ask for, if there are questions about this, the support
of the Board that this is a good idea.

DR. MJSIC: | would second that.

DR. ANDERSON: When | cane in, it was when
they had kind of the retreat out at the Air Force
Acadeny, and there was, in fact, the evening before
the afternoon before the new nenbers cane in, and we

were briefed at that point in time, and | thought that
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ormati on, but if

there's a travel thing, rather than have it a separate

neeti ng, what you m ght want to do is have new nmenbers

all come on at the sane tine, cone

earlier. A | ot of people travel --

in, but come in

unlike me getting

in at 11:00 o'clock at night -- you could well have

people try to arrive early afternoon, spend three or

four hours, and I think you could cover it.

Al so what was very hel pf

of the big history of the AFEB, a

ul, we got a copy

nd that's a nice

har dbound. V\het her you could afford that for
everybody, | don't know, but that was very helpful to
read the historical perspective on the Board. It has

changed sone since then, but that gives you sonme of the

hi story.

DR.  LaFORCE: W wll

continue to work

with that goal in mnd, and it nay be the -- the

Washi ngton neeting may be the easiest
t hat because we were hoping to have

the Uniform Medical -- because there

to be able to do
it sonmewhere near

are faculty that

are there. It's actually easier to find individuals who

woul d be able to do this sort of briefing wth. So

we're working on that. We don't have
but we are working on that.

The second point that |
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as President of the AFEB, | really rely on AFEB

menbers, and all of you work as hard as | work, and |
work very hard. | work a lot of hours during the course
of a week, doing what | can, and so everything that is

done for AFEB is strictly an add-on because the e-mails

don't stop, the mail doesn't stop, the work doesn't
stop one iota, but so what? | nean, we accepted this -
- no one broke our arms -- when we agreed to be nenbers

of the AFEB, and | just make a plea to all the nmenbers

of the AFEB, please, if | call you, it's not that I
have any evil intent to any one of you, it's just that
when | look at the vitae and talk it over wth Ben,

that you' ve got sonething that is potentially very
val uable as far as discussions -- as far as the work of
t he AFEB.

So I'm going to make a plea, please help
ne, or help us when we call. And if | can't get
volunteers, |'Il just sinply assign. | would prefer
not to do that, but we do have to get sone work done.

I nmean, the group that |ooked at the squal ene issue can
fully attest in terms of the anmpunt of time that that
t ook. Those don't happen that often -- or Geg
Pol and's effort in terms of the "bible.”" | nean, that
was an enornous amount of work that Greg put in and the

subcommittee put in, but | think largely Geg. |'m not
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suggesting that it is that amount of time that is

requi red by everybody, but | do want to make sure that
you understand that | have expectations on your tinme as
well. And I'll try to do it hunorously.

COL. DOINTEGA: And 1'd like to chime in.
As we staff recommendations around drafts, please
respond, otherw se, we kind of get stuck. For exanple,
we don't know if you reviewed it and you agree with it,
or you have any m sgivings, or thought it was a waste
of time, but I do want to try to get t he
recomrendations out in a tinely manner, and by that |
say four weeks to see the draft that's been staffed
and then we put it into the nmenorandum format -- and
sonme wordsmthing on ny part may be needed -- and then
I resend that to whoever authored it, and then it's up
to the author to then, if he or she feels it needs to
be restaffed, to restaff it.

But when | get a draft in, | assune that
it's been staffed through +the proper subcomittee
menmbers and that sort of thing. So, please try to
respond to the staffing and the review ng of things.
On several occasions, the authors have said, "Well, |
sent it out and didn't hear from anybody." So at | east
try to do that.

And on the issue of orientation, it | ooks
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like it's boiling down where | wll try to get the

Preventive Medicine Officers to give a service overview
and their Preventive Medicine overview, including the
research in that arena, because to find faculty at San
Antonio at the AMED Center and School is a little bit
nore difficult to do. The one prohibiting factor would
be if we try to get people in the night before or a
half a day before and spend four hours, it's not only
the new nenbers' tine, but the service Preventive
Medicine Officers will be involved with that, too. And
so we don't want to be doing it for five people five
different tinmes.

DR. LaFORCE: No, no, no, just once.

COL. DINTEGA: We will make all effort to
just do it together.

DR, RUNYAN: It would be very helpful, if
you're going to do that for not only the new nenbers
but continuing nenmbers | think would benefit from that
as wel | .

COL. D NI EGA: Well, at our last neeting,
we di scussed the need to go to another day, or to fill
up the rest of the second day, and there was opposition
to that.

DR. SOKAS: But it could be optional.

COL. DINIEGA: Optional for the --
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DR. LaFORCE: Optional, very good point.

(Si mul t aneous di scussion.)

DR. LaFORCE: Yes.

DR. BERG Bill Berg. Since you're
putting together ideas for the orientation, it m ght be
nice to have a one-page briefing sheet, sonething
really short, on ongoing issues the Board is westling
with.

DR. LaFORCE: That's a great idea.

COL. DINIEGA: We do have a Wb site. For
t he new nenmbers, we do have a Wb site.

DR.  HAYWOOD: In that context, we had
previously decided to have a periodic update of the
I ssues that are unresolved and that need to have a
peri odi ¢ updating on.

COL. DI NI EGA: Right, and that was the
intent of the PM updates and sonme specific follow up on
| ast year's recommendati ons.

DR. LaFORCE: David?

DR. ATKI NS: | just wanted to make a
comment on behalf of the Health Pronotion Subcomm ttee,
since we didn't have any questions to answer, but
Julian suggested we could have an answer anyway. So |
think that what |I'm proposing is that we are going to

draft a statenent commenting on the Alcohol and Tobacco
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Pl ans, that we found very useful and had sone
suggestions about standardizing the organization or
presentation because that was very helpful for our
comm ttee.

COL. DI NI EGA: What about the Healthy
Peopl e 20107

DR. ATKINS: Yes. |I'm speaking personally
since we didn't get a chance to discuss this as a
group, but | would like to get involved in that process
to get a clearer sense of actually what is being
contenplated in terns of narrowing down to a nore
manageable set of priorities wthin Healthy People
2010. | don't know -- Dana, are you involved in that?

COL. BRADSHAW I haven't been directly
involved in the 2010 piece, although this cane up at
our prevention matrix neeting, which is another PPIP in
DoD/ VA  Clinical Practice Guidelines. The 2010
obj ectives were nentioned in terms of some of the PPIP
matrix, so it was only kind of peripherally, but |I'm
not directly involved in the 2010 group.

DR.  ATKI NS: | guess |I'm volunteering
nmyself to make contact with the |ead person on that
just to get some di al ogue goi ng.

COL. DI Nl EGA: VWhich issue?

DR. ATKINS: 2010.
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COL. DINIEGA: Lynn Polland and I can help

you with that, and | can also -- it's been nmy intent to
bring the PPIP Wrk Goup Chair to the neeting to
update the Board on inplenentation of PPIP.

DR. LaFORCE: David, would you do ne a
favor as you go through this? The other thing | was
t hi nking about is the price of beer. You know, that
was a di sconnect that | was really --

(Si mul t aneous di scussion.)

COL. DI NI EGA: You raise the price, it
hurts ny pocket.

DR.  ALEXANDER: You raise the price, you
drop the GC rates, didn't you, for that report?

COL. DI NI EGA: Like riding a bike.

DR. BARRETT- CONNOR: The committee itself
Is drinking up the difference.

DR. LaFORCE: |"m sorry | brought it up.
Al right. Oher coments?

DR. HAYWOOD: But we did think that was a
great step forward, to have that Joint G oup working,
and it could help to bring all the services up to
speed.

COL. DI NI EGA: So you're saying you
endorse the formation of the PSHPC.

DR. LaFORCE: Li nda?
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DR. ALEXANDER: Do SPDs fall in the Health

Pronoti on Subgroup, or in the ID?

COL. DI NI EGA: | D, but there is no reason
we can't have it in both arenas.

DR. LaFORCE: We don't discrimnate. I
mean, sex i S sex.

DR. GARDNER: Marc, is it wthin the
purview of our commttee to, for instance, respond to
this year's flu vaccine production crisis, and to
suggest priorities, or if we don't have enough to do
what we need to do, what the priorities should be? 1Is
that something that this commttee would choose to do,
or if there's a national shortage, would we prioritize
to elderly versus mlitary, et cetera?

COL. DINIEGA: Actually, in our room right
now there is -- Dave, are you still the official flue
vaccine representative to the commttee, or are --
remenber, they had asked for a DoD representative --

CAPT. TRUMP: This was with the VRPAC
(phonetic). Charlie was actually, | think, an officia
member of that commttee when they were considering the
flue vaccine questions earlier this year.

DR. GARDNER: We neet in Septenber next?
Is this something we could still cogitate as an agenda
item as a question?
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DR. OSTROFF: What | nay suggest for the

Di sease Control Commttee is that as nore information
beconmes avail abl e about what may happen, then | think
that we could conceivably readdress the issue maybe as
a subcommttee between neetings because | think by
Septenber it will probably be a little bit too late to
try to i npact sone of the deci sionmaking.

CAPT. SCHOR: Wayne McBride puts out the
Navy nessage that talks about availability and how to
order and how to get it out, at least for the Naval
services covering the Marine Corps also. And | forget
what actual schedule you have for getting that nessage
out, but any guidance, | would think, that this
commttee could provide balancing availability and
recommendations for the field, for the operational
forces, would be very critical and very helpful as an
obj ective input to that nessage.

DR. GARDNER: Do we have to wait wuntil
we're asked a question, or can we go ahead and --

COL. DI NI EGA: The normis to wait for a

question and not volunteer to give the answer w thout a

question. That's the normal -- and that way you'll get
t he best cooperation from the services. Now, the flu
season in the mlitary, for vaccination, begi ns
officially 1 COctober. The general rule is it's
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mandat ory for all active duty.

Secondly, we're supposed to follow ACIP
recommendati ons for nonactive duty personnel, but in
the mlitary, if you want the flu vaccine and you are a
fam |y menmber or a beneficiary of nonactive duty, you
can get it. | mean, we don't discrimnate. The only
thing they do is, they will go through the active duty
force and make that available to the active duty force
first, before opening it wup to the rest of the
beneficiaries. And we have probably one of the |argest
segnents of outside the range of ACIP recomendations
that take the flu vaccine.

DR. GARDNER: This year, it may need to be
nodi fi ed. ' m not suggesting that we change the whole
show, but if you only get half the vaccine you used to
get, what are you going to do with it?

COL. DINFEGA: Right. But the priority is
always for the active duty first, before they'll
release it to the rest of the beneficiary popul ation.

DR. LaFORCE: | think also the mlitary --
correct me if I'm wong -- | always thought you had
first access than anybody --

COL. DI NI EGA: | will have to check with -

(Si mul t aneous di scussion.)
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CAPT. TRUMP: Bef ore AFEB would be asked

for a recomendati on, we'd have to know what the inpact
of the shortage is, and we do contract separately for a
relatively large volume of the vaccine to cover DoD
needs. That includes the mlitary needs, but also our
famly menbers and other beneficiaries. So, it's a
matter of what the shortage is. W contract with one
manuf acturer rather than necessarily wth nmultiple
manuf acturers -- and, again, | don't know the details
of the concerns right now.

DR. LaFORCE: |'"ve got one other item I
want to finish pronptly at 2:00 o'clock. Stan, could
you spend a few mnutes describing the sort of
varicella issue?

DR. MJSI C: Sometime, | think it was in
the last spring neeting, we had a presentation that
deal with varicella vaccination policy, and there were
three presentations -- Arny, Navy and Air Force --
dealing with the cost-effectiveness of do we screen, do
we just shoot everybody, do we use the |ab, what should
be the vaccination policy.

The Arny had a presentation which was
essentially |aissez faire. It basically said we only
have a very few cases, and screening and testing and

vaccinating is all a waste of resources better spent.
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The Navy and the Air Force did recomend screening and
vacci nati ng. The difference seemed to be in the
assunption with the Arny making policy at the early
phase and |limting it to accessions and recruits and
basic training whereas the Navy and the Air Force dealt
with the longer-range and the rest of the mlitary
career.

There was also a presentation by CDC with
Jane Seward, and another presentation by a MERCK
person, Dr. Christina Chan. In the end, the Board nade
a recommendation and that has been published and it
I nvol ves screening by history and then vacci nati ng.

The problemis that after all of this was
done, the Arny published their analysis and their
recommendation in a mlitary nedical journal which canme

out very recently, in the last nmonth or so, and they

did it without any of the context that | just gave you,
and it |ooks like Arny policy. It <can be easily
m sread.

It does not talk about what the official
policy is or what the AFEB recommendations are, and
it's a problem And | just bring this up to your
attention. It cane to ne as a MERCK enpl oyee from as
you can imagi ne, sone people who are not very happy to

see this, but it's not a MERCK issue, it's a mlitary
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issue, and | think you just need to be aware of it as a
Board, and whatever you decide to do with it, do wth
it, and I will excuse nyself fromthe voting.

DR. LaFORCE: Bill?

DR. BERG Bill Berg. Wuld it be
appropriate to send a letter to the editor of the
journal outlining the Board's position and history on
it?

DR.  MJSI C: That's a possibility that's
al ways open and is frequently used in situations |ike
this. | don't think this was malicious or that it was
their intent to mslead, | just think they had a study,
it was publishable, and they published it, and that was
the end of it. The context is out of whack, and that's
an oversight.

DR. LaFORCE: \What | was going to propose
is that we get a copy of the paper, circulate it to
menbers of the Board, and that | would draft sonething,
along with maybe Ben, or if any other volunteers or if
anybody is interested in it, then circulate that to the
Board, and if we don't hear fromyou within two days or
three days, we don't have --

COL. TAKAFUJI: Question. |Is this an AFEB
i ssue, or is this an Arny issue?

DR. LaFORCE: | think it's a bit of both,
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don't you?

COL. TAKAFUJI: If it's an Arny policy
i ssue, then, Ben, you've got to address it.

COL. DI NIEGA: There's no Arny policy yet.

COL. W THERS: It's just up to the AFEB
The only person who is potentially enbarrassed here, if
they are enbarrassed at all, is the AFEB because they

recommended one thing and a group from CHBBM (phoneti c)

cane by a year later and published a study. Their
study is not Arny policy. | agree that the proper way
to approach this is, if AFEB just wants to appear to

correct the record or set things straight as to why
t hey made such-and-such -- in fact, Arnmy policy is
foll ow ng AFEB.

" mundaunted by this. | mean, | just see
this as, just |I|ike Dr. Misic said, they had a
publ i shable work and they stated their assunptions up
front. There's nothing malicious here.

DR. LaFORCE: So if you have no -- |if
anybody -- we'll circulate that. | don't want to nmake

a big deal about it, but I do think it is inportant if

there was -- as Ben has just pointed out, we did
di scuss this in detail. There was a recomrendati on.
It is part of policy. And it's just a question of

getting it out there clearly, to nmke sure that there
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isn't confusion on the part of individuals who nmay be
| ooking at this.

COL. W THERS: That's probably the best
thing to do because there are probably nore than a few
peopl e out there wondering when they are going to see
my policy nmenmo in a couple of weeks here, you know,
they may wonder what's -- they nmay recognize the
di sconnect .

CAPT. TRUMP: | just wanted to clarify.
Subsequent to the AFEB recommendation, there was an ASD
Health Affairs policy menorandum to the services that
essentially is the AFEB recomendati on.

COL. BRADSHAW | think Dr. LaForce's
point is the main one, that just in case there's any
confusion over the fact that the Air Force went out
with a policy letter, Ben's getting ready to go out
with one for the Arny. The Navy already had theirs in
place. And it's not what this cost-analysis cane up
with which, if | renmenber, when that was presented and
we considered it, it was -- the sensitivity analysis
seened to be totally based on the assunption that they
were only |ooking at disease within the recruit tine
frame. And if that came out in the article also, then
we probably need to point that out. And | would say

just a letter back to the editor of MIlitary Medicine
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woul d be the right venue to do that, just to make sure
t hat people aren't confused as to why we discounted the
cost - anal ysi s.

CDR. McBRI DE: There were sone concerns
about sonme ot her assunptions in the paper that did draw
quite a few criticisms, and perhaps elenents of that
m ght be nmentioned in a careful way, to explain the
si tuation. | think a letter to the editor would be
fine.

DR. LaFORCE: Ckay, super. Ben and | wll
| ook at that. | am just about finished -- and we are
going to finish on tinme at 2:00 o'clock -- other than
to say that the next neeting is in Wshington on

Septenber 12 and 13.

COL. DI NI EGA: It's a Tuesday and
Wednesday.

DR. LaFORCE: We're going to try to get
Ted Wyodard, and |'ve got a townhouse that |'m staying
at now in Georgetown, that's right -- it's actually not

very far from Dupont Circle, which is the train that
you cone right down from Bethesda. And so if |I'mstil

at this townhouse, we're going to hold a reception and
ask Ted to cone. And then probably go find the
Et hiopian or the Indian restaurant up near Dupont

Circle as a group, which then makes it easy for those
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of you who are going back to Bethesda, to get back on
the train. So we'll try to get that set up the night
of the 12th. Ckay, yes.

COL. DI NI EGA: First off, you heard the
comments about the AFEB books. There are two volunes in
that set. If you do not have either, or you' re m ssing
one, send me an e-mail. We will mail it to you.

The Air Force Health Protection Vision
2020, or 2010, that LtCol. Kimn passed around, if vyou

woul d |i ke a copy of that, please send me an e-mail and

I wll get that out. Don't forget your trave
settlenments, fill those out as soon as you can

At the start of the fiscal year in
October, we all have to fill out the infamus QOJE 450,
Liabilities and Assets, and we'll send it out when we

see the requirenment come down to us.

The recomrendations, if you can send ne a
draft sooner, or around four weeks is reasonable, the
|l ast two recomendations from the |ast neeting three
nont hs ago are here. Dr. LaForce will sign them
We'll send them out next week. The other three have
al ready gone out, and the nenbers all should have
recei ved copies of those. W do have a Wb site --
TRI CARE. OSD - -

CAPT. TRUNMP: www. tricare.osd. m |/ AFEB.
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COL. DI NI EGA: And the charter is on

there, a little history, and the recent recomendations

not to include the last neeting. And then when Capt.

Trunp | eaves,

I have to figure out how to do that and

get sone people to post it.

CAPT. TRUMP: The other thing that there

was some interest in is copies of the Red Book report

on vacci nes.

site?

COL. DI NI EGA: Was that posted to the Wb

CAPT. TRUNMP: It is on the Web site, as is

the injury report.

one tree, but

COL. DI N EGA: That will kill rnore than

if you want a copy of the Red Book for

the Board nenbers, send me an e-mail and I'l|l see if |

can dig up a copy.

CAPT. TRUNMP: | have sone.

COL. DI NI EGA: OCh, you have sone, too0?

Okay. And | have sone. So send nme an e-nmil.

have in the

We're losing seven nenbers this year. W

hopper waiting to be considered by the

Preventive Medicine Liaison O ficers, 18 nom nees.

Ni ne of them are year 2000 noni nees, the other nine are

year 1999 nom nees that are carrying over. And the PM

officers wll

(202) 234-4433

probably neet tonorrow and decide on the
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new ones. It takes three nmonths minimum to go through

the whole system and that doesn't include the security

cl earances. Those of you who belong to federa
agencies other than DoD -- Dr. Atkins, Dr. Sokas, et
cetera -- you have to obtain your clearance through
your Federal agency. If you're not in a federal
agency, federal enployee, then you have to fill out the

Arny form and | think they are the same forns.

Dr. Tsai, you have to fill one out in
order to get your security clearance, and pretty nuch
the only tinme you'll need it is if you get classified
briefings like the BW threat or if, for sonme reason,
we're over at AFMC, to get in the building you need a
security clearance, et cetera. So, it should be --
li ke the OG 450, a requirenment of being on the Board.

DR.  ANDERSON: | had a question on the
cl earance. |Is there some paper that you get with that,
because | just know that for other DoD activities, such
as the -- or DOE activities, when they want clearance
they always say if you've been previously cleared, it's
qui cker, but -- at least | never got any docunentation
about the cl earance.

COL. DI NI EGA: They keep it on file.

Li ke, when | need ny clearance, | go to ny Security

O fice and ask them for it. However, when you are on
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travel as an AFEB nenber, you're actually an enployee

of the governnent, but once you rotate off the Board

you don't keep that security clearance anynore, active.

And so once you're off the Board,

if you need

cl earance. You can't come to the Arnmy and ask them for

that cl earance because you're no | onger

a nenmber of the

Boar d.

DR.  ANDERSON: But there will be a record
or not?

COL. DI NI EGA: I don't know how | ong they
keep it. Dr. Al exander retired several

years ago, and

I"'mnot so sure they were able to find her record.

DR. ALEXANDER: I had to redo the whole
t hi ng.

COL. DI NI EGA: She had to redo the whole
t hi ng. | don't know what the rules are. | want to
thank all the speakers, and | want to thank again
USAMRI I D for all the support. | couldn't have done it

wi t hout their help. And we had a good turnout of the

Board nenbers, and | endorse Dr. LaForce's comrent

about we need teamwmork here, and everybody should take

a turn in doing sone of the witing especially, because

t hat does take up people's tine. I
recommendations that cone in and sort
and work with the authors of them
NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701

review all the

of rewite them

Dr .

Ostroff is a

www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

194

man of a |ot of words. He wote a terrific report.
You'll see it when it cones around, but that was a | ot
of work that he put in. So we do need teamwork, and

it's good to see the nmenbers attend the neeting.

| want to keep the nenmbership at 20,
that's our max -- seven Disease Control, six on the
ot her two subcommittees -- because we nornally can get

three-fourths or two-thirds of the nenbership here at

any one tine. I will be sending out cal endars again,
| ooking ahead to next year, and what | need is your
nonavail ability time, and then I wll select the dates

in the week that we can get the highest attendance. I
will try desperately to stay away from Mondays and
Fridays as travel dates.

DR. BARRETT- CONNOR: And Menori al Day.

DR. LaFORCE: Unl ess there's a holiday on
Monday.

COL. DI NI EGA: Well, actually, we were
going to do this |ast week, but we had people that had
all kinds of other neetings, and that turned out to be
a not good day. So |'m sorry about this past weekend,
but 1'm glad you guys could nmake it.

DR. LaFORCE: Okay. Thank you all, safe
trip back.

(Whereupon, at 2:00 p.m, the Executive
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Sessi on was concl uded.)
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