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PROCEEDI NGS

(7:45 a.m)

DR. LaFORCE: As was pointed out to ne by

Ron Wal dman, |'m |ate. There's a certain precision
about starting. It says 7:30, and it's now 7:44 and a
hal f, Ron. My apol ogies, and to everyone else. Good
nor ni ng. It's ny pleasure to call to order the Spring

AFEB neeting here at Ft. Detrick. Wlcome to everyone,
and thank you all for con ng.

| want to begin by thanking Col. Parker
for hosting the group at USAMRIID. Thank you very,
very nmuch for having us here.

COL. PARKER: We are honored to host the
meeting, so the pleasure is ours.

DR. LaFORCE: The last time | was here, |
was telling Pierce Gardner com ng up on the -- when we
got | ost getting here -- that, it was probably 35 years
ago | was delivering sone plague sanples from a plague
outbreak in Nepal, and | renenber com ng up here and
wandering through these bucolic highways to find Ft.
Detri ck. And at the tinme security was actually very,
very tight here. And | renmenber being assigned sone
poor soul who was a Ph.D., who followed nme all day
| ong. So, 35 years later | find nyself com ng back

and, if anything, there have certainly been a |ot of
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roads built. But, again, thank you very nmuch for your
courtesy.

We've got new nenbers that are added to

the group -- Linda Al exander. Linda, you are fronf
DR. ALEXANDER: Chapel Hill, North
Car ol i na. I run ASHA, the American Social Health

Associ ati on.

DR.  LaFORCE: Super. Dr. Bill Berg.
Bill?

DR. BERG |I'm from Hanpton, Virginia, and
| run the Hanmpton Heal th Departnent.

DR. LaFORCE: Wel cone. Phil Landri gan
Phil's not here, | don't think. And Pierce Gardner, an
old friend.

DR. GARDNER: I'm from the State
Uni versity of New York at Stonybrook

DR. LaFORCE: Departing nenbers from the
Board, we've got several this year. Andy Anderson, who
is here; Ron Waldman is here, and Sue Baker, Dick
Jackson, Judith Larosa, Art Rei ngol d, and  Neil
Wei nstein, who are not here.

W also have a couple of Preventive

Medi cine Liaison O ficers who are |eaving. Capt .
Trunp, | didn't realize you were |leaving as the Liaison
O ficer.
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CAPT. TRUMP:

DR. LaFORCE:
or is that a secret?

CAPT.

Uni versity,

Sci ences.
DR. LaFORCE:
McBri de.
CDR. McBRI DE:
DR. LaFORCE:
CDR. McBRI DE:
fall to the National Nava
DR. LaFORCE:

be in the D.C. area.

CDR. McBRI DE:

DR. LaFORCE

are able

really thanks you both for

put into AFEB activities.

Lastly, LtCol
COL. DI NI EGA:
DR. LaFORCE:
John Graham Yes. Col.
COL. GRAHAM

Andr ew Ward.

TRUMP:

Uni formed Services

to keep sone sort of

6

I"mwaiting for orders, sir.

Wi ti ng. Orders for where,

No. Hopefully to the

University of Health

Thank vyou. And

Yes.
Ah, cone on.

"1l be transferring this

Medi cal Center in Bethesda.

So both of you are going to

Yes.

Okay. We do hope that we

cont act . The Board

all of the time that you've

Sout er from Canada.
her e.

He' s not

Okay. And a welcone to Col.

Graham wel cone.

I'm a stand-in for Col.

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

7

DR. LaFORCE: Andrew Ward, a fanous
gol fer. Actually, quite skilled golfer. Qut of
personal terns, | know that.

Let ne pass this on to Ben Diniega, who
has got sonme adm nistrative coments and remarks to get
us started.

COL. DI NI EGA: Good nor ni ng. As npst of
you know, | am the Executive Secretary, and | have sone
adm ni strative remarks.

First, | want to thank Col. Parker and his
staff for hosting the neeting and making, essentially,
all the arrangenments. | never had to do an onsite
visit, and that's very nice.

W are asking for donations for the

snacks, though -- a couple dollars to help defray the
cost of that. Otherwise, |I'Il be using ny kids' college
fund.

We have some honored guests. First, Rear
Adm ral Jarrett Clinton. Sonme of you nmy recognize
hi m He previously at one time was assigned to the

AFEB, and he's famliar with how the AFEB works, and
we're very honored to have him Later on, we'll be
hearing from him on the agenda on antibiotics and BW
agents.

Ms. Margaret Thonpson, from Arnmy Committee
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Management Office. She's attended sonme of the neetings
in the D.C. area to see how we're doing as an advisory
board, and she keeps nme straight.

A special thanks to Ms. Teresa Howe for
working with Jean Ward from nmy office to put the
meeting arrangenents together, and special thanks to
Jean Ward for her admnistrative support in getting
ready for the neeting. Al'l of the handouts and things
that were sent out to special comittee nenbers, the
Infectious Disease Control Subcomm ttee and the
Committee on the Squal ene Review got a | ot of handouts,
and | think everybody got handouts to read ahead. So,
| hope everybody had the chance to review the handouts
and read-aheads to save sone tinme and be thinking about
recommendati ons for the issues we have today.

A rem nder to sign in. Qut si de, we have
sign-in sheets. Pl ease sign in. That's the only way
we know who attended the neeting and who has interest
in the nmeeting.

Snacks and lunch ~-- | nmentioned the
donations for the snacks. There are soda machi nes, but
they are down the hall past the secure door, so you'll
have to ask sonmebody from USAMRIID to |et you through
the door, and it's to the left after you go through the

door.
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Lunch is on your own. We have about 75
m nutes for lunch. There's an NIH cafeteria behind the
Headquarters Building this way. Ask people in, |
guess, Arny uniforms, and they can help you, or we can
| ead a caravan over or sonething at lunchtime. There's
also a MDonald's that you saw just off-base in the
strip mall.

The restroons are down this hallway. Wen
you go out, turn left and nake a right before the

secur e door. The restroons are | ocated there.

The tel ephones are outside. There are
| ocal calls, VSN and credit cards -- or telephone
cards.

Messages, t wo nunber s for i ncom ng
nessages, goes to Col. Parker's office -- (301) 619-

2833 or 2772, and if you need to fax, it's the sane
prefixes and the extension for the fax is 4625.

A rem nder to the Board nenbers, in order
to get reinmbursed for your travel costs, don't forget
to send in your 1352s, and once they pay you, you get a
white paper that says that you got paid and things were
deposited into your account, please send us a copy of
that, too, so we'll know what the actual cost was for
the travel.

If you take a |look at the agenda, the
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agenda is very, very full. We're trying to hold a
regular neeting along with our annual task to review
the Chairman's BW Threat List.

Today, we have three questions to the
Board to respond to, and you can see what they are on
t here. One has to do with ergonom cs, another with a
Squal ene Review of a paper, and then the third is BW
agents and licensed antibiotic use.

Tonorrow s session is closed to the Board
menbers, Preventive Medicine Liaison Oficers, and the
speakers that have been invited, and any other
specifically invited guests. For those people that
were invited to tonobrrow s session, mneake sure your
security clearance was sent in to the Security Oficer
up here at USAMRI I D. You will need that to be in on
the cl osed session.

Subcommi tt ee nmeet i ngs wher e t he
appropriate subcommttees will discuss responses to the
questions will be held from3:15 p.m to 5:15 p.m, or
| onger if you need. | would recomend that any further
di scussions be done as a subcommttee group in the
eveni ng over dinner or before dinner. W would like to
have draft recommendati ons presented at the Executive
Session tonorrow for the rest of the Board to approve.

The subcommittee roons, two subcomm ttees
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will neet here, Disease Control and Health Pronotion

and Mai ntenance can neet here, and then we have -- [|'1]|

find out t he | ocati on of the second room for
Envi r onnment al Occupati onal Heal t h to meet this
af t er noon.

I f anybody is interested in a tour of the
facilities here at the US. Arny Medical Research
Institute for Infectious D seases, Col. Parker is
willing to take people on a tour. Just by a show of
hands, who would be interested in a tour so we can fit
that into the schedule. It would have to be at the end
of the day. Can | see that show of hands again?

(Hands.)

About ten. So, at the end of the day,
about 1715, 5:15.

A rem nder to speakers on the table and
questions from the audi ence, the speakers on the table,
around the table, are for both anplification and al so
t he transcriptioni st. The neeti ng I's bei ng
transcri bed. If you have something to say, please
state your nanme first and then ask your question or
make your coments. If you are in the audience, cone
up to the corner and lean into one of these mkes on
the corner. They are voice-activated, so if you tap on
it -- if you're not sure, tap on it and it wll
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activate the m crophone.

The handouts -- we normally -- the order
for handouts will be one to ne, one to the
transcriptionist, then the head table, and then the
rest of the audience. | asked the speakers to bring 70
handouts each, so there should be nmpbre than enough to
go around.

And, lastly, a remnder that the press,
members of the media are usually present at our open
meeti ng.

| personally want to thank the departing
menmbers for all their service to DoD. We' ve changed
our style of trying to get things done over the years,
and e-mail has made that a little easier, and | know we
all have full-time jobs, but it's been good that
everybody has participated in review ng and making the
recommendati ons on policy and programrevi ews.

The Preventive Medicine Oficers |eaving,
in my tenure, ny two years so far at the Board as
Executive Secretary, I've had a great group of
Preventive Medicine Officers to work with, and they are
all nmenbers of the Joint Preventive Medicine Policy
Wor ki ng Group under DoD, and a great bunch of people,
and I will certainly mss Capt. Trunp and Cdr. MBride,

and | hope their replacenents are just as able and easy
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to get along with as this group has been. So far,
we've been very lucky, and | |ook forward to working
with them all in the future, and also wth their

repl acenents.

Wth that, we can start the neeting. Ar e
there any questions first?

(No response.)

DR. LaFORCE: we wll begin wth
i ntroductory coments from Col. Parker, Commander of
USAMRI | D.

COL. DI NI EGA: Before you start, | just
want to say that this is Col. Parker's last neeting
al so. He is getting -- they are firing him from his
job to go to the Arny War College this sumer, in July,
and he will be replaced by Col. Ed Eitzen, whom some of
you know. Ed is standing over here in the corner. And
| personally would like to say thanks to Gerry not only
for the time he's been up here and his support of the
neetings, but I1've worked with him in the past on
speci al issues, the BWand chem issues, and we've had a
great tinme, and | certainly will mss him being around.

COL. PARKER: Thank you, Ben, and the
feeling is mutual, and we been working sonme of these
i ssues for a nunber of years. First, | want to also

wel come everybody to Ft. Detrick, and specifically here
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to USAMRIID. It is an honor and a pleasure for us here

at USAMRIID to host the Armed Forces Epidem ol ogy

Boar d.

| was asked to give a short comand
briefing, and I1'll do that. Since we're running a
little bit late, I'"m going to go through sone of these

fairly quickly so we can try to get you back on
schedul e because there is a full schedule. Go ahead

next slide.

(Slide.)
well, first, nmy boss -- | just want to |et
you know we all have our chain of conmmand -- but ny

boss is Mjor General John Parker, Conmmander of Ft.
Detrick and the U S. Arny Medical Research and Materi al
Command, and his boss is the Arny Surgeon General, Lt.
General Ron Bl ank. But we have a |ot of bosses. Qur
funding comes in froma different source. Policy cones
in yet from another vector, and so forth. So life is
conplicated down here in the |ab but, nonetheless, this
Is nmy straight chain of command. Next slide.

(Slide.)

Just a little bit about Ft. Detrick. We
are right here. This is our main building in USAMRI I D
We also occupy this I|aboratory, and we share sone

| aborat ory space with USDA
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A little bit about the history of Ft.

Detrick, which was brought up just a mnute ago.
Before 1969, the U S. had an offensive program and
that offensive bio program began in the early '40s here
at Ft. Detrick. It involved a |ot nore |ocations other
than Ft. Detrick but, anyway, it began here at Ft.
Detrick, and now the National Cancer |Institute 1is
| ocated in this part of Ft. Detrick, and that's where
nost of that offensive program was |ocated when the
US did have such a program before 1969. Thi s
buil ding is about 30 years old, opened up in 1969. CQur
other lab is about 45 years ol d. So they are not new
bui | di ngs anynmore. Next slide.

(Slide.)

Qur mssion, we're a tech-base research
organi zation, 6163 funding. W are the science
component, we are not the operators. We are the
science. Qur job is principally to devel op new vacci ne
candi dates, diagnostics, therapeutics, and, just as
I mportantly, t he I nformation, t he under pi nni ng
scientific information that supports the products we
are trying to devel op. Ni nety-nine percent of our
funding is in the Medical Biological Defense Research
program a very small part also conmes down under the

Endeni ¢ Infectious Disease Research Program principally
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for work on viral agents requiring to be worked on in

our maxi mum BL-4 contai nnment. Education is also a big
part of our mission, and |I'Il talk about that nmore in a
m nut e.

Some of the wunique capabilities that we
have here to conduct our overall m ssion. One of those
is the ability to put these agents up in an aerosol
form and be able to understand how these diseases
cause their effects after an aerosol exposure, and then
to, j ust as i nportantly, eval uate our vacci ne
candi dates our therapeutics, or look at the Kkinetics
for diagnostics after that aerosol exposure. So we are
routinely working wth anthrax, plague, henorrhagic
fever viruses and so forth in an aerosol exposed
format, and developing the requisite animal nodels to
do that.

Di agnostics is a growing part of our
research portfolio, and we also serve as a reference
| aboratory to support ei t her the Public Health
community or the |law enforcenment comunity for working
up unknown sanpl es.

Operational Medicine Division here is a
key conmponent in the medical managenent of biol ogical
casual ties and educati on. And, of course, we are the

only maxi mum BL-4 biocontainnment lab in the Departnent
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of Defense.

We have about 550 people enployed here
ri ght now. We have an authorized |evel of 420 people,
and in that delta between 420 and 550 we have a nunber
of onsite contractors now, NRC post-doctoral research
fellows, and in sumer particularly we wll bring on
sonme students.

It is nulti-disciplinary. Qur nol ecul ar
bi ol ogi st expertise is in nost demand today, but it
takes a nulti-disciplinary approach, as you well know,
to acconplish the research m ssion that we do have.

As far as our unique facilities, we have
50, 000 square foot of BL-3 |aboratory space, and 10, 000
square foot of BL-4 |aboratory space. We even have a
BL-4 capable patient containnent ward. And you will
see this, those of you who want to take the tour |ater
today, we'll be able to walk through the |lab and see
some of these things up close.

The bottom line, our tech-base mssion --
and we've had a heavy investnment in developing new
vacci ne candi dates over the |last several years -- but
we first have got to understand how these pathogens
cause di sease. In this case, we have anthrax spores,
and we have to understand how it causes disease at the

mol ecul ar | evel and, in the case of anthrax, we have a
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|l ot yet to learn at the nolecular and the whol e-ani m

| evel of disease pathogenesis. But then we have to
understand what parts of that can elicit protective
I mmune responses that can serve as the basis of new
vacci ne candi dat es. And then we've got to be able to
test that, as | nentioned earlier, in our aerosol

exposure nodels to wultimately get sonmething in a
bottl e.

And this is just an exanple of sonme of the
vacci ne candidates that are either transitioned from
the tech-base into advanced devel opnent, or very mature
in the tech-base and we hope to transition in the very
near future.

There is a cell culture-derived small pox
vacci ne candidate that transitioned actually back in
94 to advanced devel opnent. Recently we had a
transition of an infectious clone for Venezuel an Equi ne
Encephalitis into advanced devel opnent, and also a new
recombi nant Bot ul i num vacci ne. Still in the tech-base
Is a new plague vaccine candidate based on F1-V and
this is actually a F1-V fusion protein, and we have a
reconmbi nant protective antigen vaccine candi date that
could serve as a new vaccine for anthrax. We have a
robust program in staph-enterotoxins into a good

candi dat e recombi nant products for SEB and SEA.
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And then we're also looking at nultiple-
agent vaccine and | ooking at different ways to deliver
vacci nes. And one of those that we're npbst -- two
maj or approaches we're 1looking at here, DNA-based
vacci nes, but the one we're nobst excited about is a B-
replicon vaccine delivery vehicle, and one of the
candi dates that |ooks very promsing is a Marburg-
replicon vaccine candidate that we've denpnstrated

protection against a Marburg challenge in a non-human

primate.

But we're also |looking at treatnents, and
we'll |ook at, say, antibiotics against the bacterial
t hreats. Now, we don't develop antibiotics here, but

we do |everage what's com ng out of industry and test
t he newer generation antibiotics in the relevant ani nal
nodel s agai nst the inhalation chall enge.

We're also increasing an investnment in
antivirals and actually have sone candi dates that have
sone hope for prom se against both the orthopox viruses
and the viral henorrhagic fever viruses. And as we are
speaking right now, there's a group collaborating from
here at USAMRIID and the CDC actually working with a
Varicella virus down at CDC this spring and through
parts of June, principally to look at antivira

research specifically against Varicella. And we are
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also looking at novel therapeutics specifically for
sonme of our toxins and Botulinum neurotoxins, trying to
devel op and discover conmpound that can interrupt the
enzymatic activity, the BOT neurotoxin, but also be
able to deliver the new conmpound into its target, the
presynapti c nerve term nal

We also need to begin to think about new
threats, enmerging threats. We have our classic BW
threats and we're going to hear nore about that
tonorrow, but it's time for wus to also begin to
consider how we're going to deal wth emerging or
genetically engineered threats, and that's very
difficult to get your hands around that. And it's hard
to identify what the threat is. And we've been
participating in a nunmber of commttee neetings to try
to address that. But the bottom line, our approach
right now is to develop the tools and have the
dat abases and have the collaborations so we can first
be able to identify that we, in fact, may be dealing
with sonmething that's new.

Di agnostics is, again, a growing part of
our investnment portfolio, trying to develop small,
sensitive and specific medi cal di agnosti cs, not
envi ronnental detection, but nedical diagnostics that

can be fielded in our forward deployed | aboratories.
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And, of course, USAMRIID also serves as a reference
| aboratory for the Departnment and also in collaboration
with our colleagues, either with the CDC and Public
Heal th and Law Enforcement and a few other custoners.
But, again, our job is to develop the sensitive and
specific diagnostic platforns.

And we have a very close relationship, a
uni que relationship, with the Arny's only deployable
nmedi cal | aboratory, the 520th Theater Arny Medical Lab,
and this has been a very valuable interaction for us at
USAMRI | D. In fact, | often talk about this as being
USAMRI I D Forward, and it allows us to insert some of
the newest technology that we're developing in the
| aboratory into a field environnment. It's good for us
because often in the |aboratory we don't anticipate
what it's going to be like in the field, and nore often
t han not we may think something works great in the |ab,
we put it in the field and it falls apart.

So this has been very valuable to have our
scientists working in this environnment, and it's been
very good for the Field Laboratory because they could
not be able to get the |atest and greatest technol ogy
with the standard sets, kits and outfits in our TO&E
envi ronnent . So, it's been a good way to get the

equi pment into the field.
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And this is just a photograph of the unit

as deployed to Kuwait in real honest to goodness
situations, and the value of a deployable |aboratory
has proven itself.

We're also now working stronger than ever
-- for years, we've had strong coll aborations with our
col |l eagues in the Public Health comrunity, specifically
at the NIH and the CDC, but as now there is a grow ng
concern of bioterrorism in the United States and the
CDC now has a new m ssion in bioterrorism preparedness,
our coll aborations have just grown even stronger. And
so we are working very hard to try to support them in
their new m ssion and endeavors, and trying to link up
t he expertise because when you get down to it we really
do have I|imted expertise in our country that are
famliar with working with some of these pathogens.

Just an exanple, sone of the areas we're
wor ki ng on, collaborating with the NIH and we wll be
as well with the CDC, on a new reconbi nant protective
antigen vaccine candidate for anthrax. As | nentioned,
we have collaboration on snall pox, specifically
antivirals, but it's also Ilooking at vaccines and
di agnosti cs. And then we've also been able to work
closely with Law Enforcenment, Public Health in the

| abor at ory support.
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Cccasionally, we do get called upon to
support the Public Health community in disease
out breaks, and this is just a list of sone of the
out breaks that we've participated on through the years,
and just when we had expertise and it's asked, then we
usually provide them Most recently, of course, was

the West Nile outbreak |ast sumer, early fall.

We get i nvol ved I n supporting t he
Depar t ment and u. S. Gover nnent | nt er agency in
bi oterrori sm preparedness. We're not shooters, we're

not operators here, but we often get tapped for the

scientific and nmedical know edge. And so we serve as
nmedi cal and scientific consultants and reference
| aboratory support. And we have physicians and

scientists assigned or tapped to respond to several
enmergency response teams, |ike the Chem Bio Rapid
Response Team supporting the FBlI through the DEST,
Donestic Energency Support Team and State Departnment
t hrough the Foreign Enmergency Support Team And this
Is a nunmber of organizations that we have supported
t hrough the years and support now.

Education is very, very inportant, and for
years we've conducted the Medical Managenent of
Bi ol ogi cal Casualties Course right here in this

conference room but three years ago we put this course
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on a Satellite Distance Learning venue, and |ast year
we also did this in partnership with the CDC The
information is basically very simlar whether it's a
mlitary audience or civilian audience, health care
audi ence. There are sone different twists for DoD and
civilian, but the basic scientific nedical know edge is
the sane.

And sone of the other products produced by
the Institute and our sister lab, the Institute of
Chem cal Defense. Of course, the textbook on Mlitary
Medi cine is devoted to chem cal and biological casualty
managenent, and then the handbooks. | think there's a
copy of the blue book at your table.

But the bottom line, we have a nunber of
vacci ne candi dates that are fairly mature in the tech-
base, but one of the things that keeps nme awake at
night is making sure that we nmaintain the underpinning
scientific expertise so we are able to work on the
probl ens that haven't even been identified to us yet,
and there are going to be not only the classic BW
agents that we need to know nore about today, but there
are going to be the energing threats that we are going
to need to be able to respond to in the future.

And so we are a tech-base organization.

And we are commtted to inproving readiness.
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Sonetinmes, though, it my take ten,
sonething we're working on today to

i npact on readiness, like a new vaccin

our folks here, our scientific staff here,

15 years

25

for

have a direct

e candi dat e,

but

wor ks pretty

hard in making sure our know edge can be tapped today

and have an effect on readi ness today.

So, with that, | wll conclude, and

there's any questions I'll be happy

i f

to answer them

ri ght now, otherwi se, we can talk nore when we take a

tour later in the day.

DR. LaFORCE: Thank vyou,
Questions?

(No response.)

I f not, again, thank you.
the Preventive Medicine Oficer updat
presentation, Capt. Trunp.

COL. DI NI EGA: Vhi | e

Col . Parke

r.

Let's go on to

es. The first

Capt . Trunp

is

getting up, the blue book, copies of the blue book are

on the back table here, and extra copies of the agenda,

I f anybody needs those.

CAPT. TRUMP: Good nor ni

ng. "1l keep

this first brief short. You've already been introduced

to RADM Jarrett Clinton. He is the Deputy Assistant

Secretary of Defense for Health Operat

within Health Affairs he really is
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the preventive

medicine policy as it applies to the operating forces,

to those who are in uniform He is the key person for

bi ol ogi cal warfare defense issues, i ncluding the
ant hrax vaccine program and also the nmedical research
initiatives as far as health affairs involvenent in
health policy oversight. And you'll be hearing from

him and Col. Takafuji later on today

vacci ne and about bi ol ogi cal warfare def

about ant hr ax

ense i ssues.

Ant hr ax vacci ne IS one t hi ng t hat

obviously continues to be of interest
Department of Defense, and |1'Il just

i ssues this norning. One is to call yo

t hr oughout

touch on

t he

t wo

ur attention to

an April 28th issue of the Mrbidity and Mrtality

Weekly Report, which reported on sone DoD surveys for

ant hrax adverse events, and summari zed
been done at the Tripler Arnmy Medical

in Korea that was really a joint effort

wor k t hat

had

Center and al so

of many wi thin

t he Departnment, headed by Naval Health Research Center,

but also with a lot of support from
USAMRI I D, others within the Army Ofice

General that has oversight for the a

staff here at

of the Surgeon

nt hrax program

vacci ne program of inplementation, and others wthin

all three services.

The ot her rol e I have
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representative to t he Advi sory Commttee for
I mmuni zation Practices, and the ACIP does have a
wor ki ng group that is |ooking at the biological warfare
defense vaccines and revising the pertinent ACIP
recomrendations for those vaccines, to include their

use for bioterrorismresponse within the United States.

The anthrax vaccine recomendation is
probably as close to a final draft as the working group
can get it, and that will be presented to the ACH P at
their meeting at the end of June, and we're hoping for
a decision at that time or shortly thereafter about
acceptance of that and application to foll ow

The other effort they' ve started is wth
the smallpox vaccine and started to work on that
recomrendat i on. And, again, that's one that although
the CDC National | mrunization Program has the |ead for
these efforts, they are turning towards many within the
Depar t ment of Def ense, i ncluding staff here at
USAMRI I D, for key parts of the scientific expertise to
bring to maki ng those up-to-date recommendati ons.

Wthin Health Affairs, we're a smll
staff, but prevention initiatives fall across many
different parts of the organization, and even wthin

Health Operations Policy, several of wus -- Col.
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Takafuji in particular and I -- look at different parts
of the preventive nedicine issues. Wthin other parts
of Health Affairs, we have the clinical and program
policy, and you'll hear later this nmorning from Lynn
Pahland who is on that staff, which really has
oversight for the prevention initiatives that are nuch
nore broadly applied both to the active mlitary force
and al so to our other beneficiaries, famly nmenbers and
retirees, in the areas of -- and you'll hear nore about
that with the tobacco prevention and DoD al cohol and
sui ci de prograns.

And then, finally, just a reassurance to
Dr. LaForce and Col. Diniega, |'ve been attendi ng Arned
Forces Epidem ol ogical Board neetings |ong before |
represented either the Navy or DoD here, and | suspect
that as long as I"'min uniformI'll continue show ng up
at these fromtime to tine. Thank you.

DR. LaFORCE: Thank you, David. The next
speaker is Ben Wthers, Preventive Medical Oficer at
the Arnmy Surgeon CGeneral's Ofice.

COL. W THERS: Good norning, and thank
you, Dr . LaFor ce. ['"'m Col. Ben W¢thers, Ar ny
Representative to the AFEB. Next slide, please.

(Slide.)

"1 be covering these topics this
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nor ni ng. Next slide, please.

(Slide.)

Ckay. West Nile Fever surveillance, the
North Atlantic Regional Medical Center, that's Walter
Reed in the region, has developed this plan for

prevention, surveillance and control of West Nile

Vi rus. | covered this last neeting, as you wll
recall .

Additionally -- and this is +the |ast
bullet -- starting in June, reports wll be provided

weekly to the Departnment of Defense d obal Energing
Infection System which will then collect and pass the
information to the CDCP for use in their national West
Nile surveillance effort. Next slide, please.

(Slide.)

On the topic of Varicella Screening and
| mmuni zation, we are still developing this policy,
comng a little slower than we wanted. W didn't want
to go full serology |ike our sister services, but noney
has beconme an obstacle, mainly in the |aboratory. We
are at five l|ocations instead of one, it would have
meant that we had to gear up five |aboratories, hire
five new people. It all gets expensive quickly, and so
I'"'m sure we're going to go with a blended approach

i nvol ving history, records, and serology for those that
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are still in question.
One thing we're going to discuss with the

sister services is doing serology on everyone at the

recruit station -- not at the boot canp l|evel, but at
t he boot station. We can all get away with that for
about $2 a test. It would be cheaper for all of us, so
we actually nmay go that way, but we'll have to see

about that. Next slide, please.

(Slide.)

Ckay, chlanydia screening generated a | ot
of discussion when | spoke |[|ast neeting. As you
recall, the AFEB recommended that we screen all females
on accession and with each yearly GYN exam through the
age of 25. Now, for the Arny, this is turning out to
be a conplex issue that wll require an increnental
appr oach. The nost expeditious and efficient first
step is to inplement screening for fenales through age
25 during routine GYN exam Ful fillment of the ful
AFEB recommendations will require study of STD
educati on programs, male screening prograns, and other
Chl anydi a-rel ated interventions. We'll have to bring
CHBM (phonetic) into this, and in the long-termit wll
al so require the deploynent of what we call "chcs-ii".

That's an acronym which is really our master conputer

with which we run peacetime nedicine, hospital-based
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Eventual ly, we want to screen new fenale

recruits during basi c t raini ng

usi ng urine

anplification. This avoids a negative inpact

on

recruitment, while at the sanme time having m nimal

effect on training time. However, many

be addressed. The cost is approximately $1.5 mllion a
year, we think. Again, we have to deal wth |ab
resources, whether we want to do this inhouse or
contract it, confirmatory testing and public health

reporting and tracking has to be

i ssues have to

deal t with.

Nonet hel ess, we expect to have a policy by the end of

the sumrer. Next slide, please.
(Slide.)
| thought 1'd tell vyou

out break we had of acute respiratory

about a recent

di sease. Thi s

occurred at Ft. Benning, one of our five training canps

In southern Georgia, in late April of
was investigated by our epidem ol og
servi ce. What you are seeing here

curve. You can't really read it, but

this year,

and

i cal consul t ant

Is the epidemc

the five I|ines

are -- well, as you see there, nunbers of soldiers per

hundred trai nees, so we had a bal ance from about

1 up to 2.5 all of a sudden at the end

slide, please
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(Slide.)

By the time it was over, we had 195
trainees admtted to our hospital over a three-day
period with no deaths. The initial presentation was
consistent with either influenza or adenovirus and, in

fact, 29 of 43 rapid diagnostic tests for influenza

were positive; however, they were falsely positive. 1In
the end, vi ral cultures were all positive for
adenovi rus. Sel ected findings include no particular
hangups or problenms wth our nedical in-processing,

overcrowding in the barracks was not a particular

problem although there was a |inkage wth sleeping
density, and poor air quality was noted. Next slide,
pl ease.

(Slide.)

I nfl uenza vacci ne extension. As sonme of

you nmay not be aware, we give influenza vaccine year-
round at training canps. It sort of caught all of the
services by surprise that the manufacturers | abeled the
"99-00 vaccine to expire June 30th whereas Septenber
30th had been customary in the past. | contacted the
Shelf Life Extension Program Ofice at the U S. Arny
Medi cal Materiel Agency right here at Ft. Detrick, and
asked themto intervene on our behal f.

The process is that the FDA can and wl |
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review manufacturer data and can extend a product.
However, in this case the manufacturer won't warrant a
product which has already been released out of their
control. They will provide the data which is
essentially good for stocks they still have, but they
won't warrant things that are already out of their
control. Ther ef or e, the FDA won't extend an

unwarranted product. So we're sort of in a Catch-22.

The ' 00-'01 vacci ne, however, we' ve
al ready been told wll be labeled such that it expires
on August 31st. The FDA does strongly desire a gap

between one year's vaccine and the next to avoid

confusion. Next slide, please.

(Slide.)

Ckay, this is a quick one. Meni ngococca
| mmuni zation Policy, | expect us to get this signed and
di stributed this week. This is a mnor expansion of

current policy which follows the ACIP recomendation to
provide information and an offer of rmeningococcal
vaccine to college freshmen. Next slide, please.
(Slide.)
| thought 1'd just tell you about this.
In fact, sone of you AFEB Board nenbers are on this
commttee and so you know about it, but recently the

Medi cal Research and Materiel Command requested, if you
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will, contracted the Institute of Medicine to review
the naturally-occurring infectious disease threat to
mlitary operations on a two-year tinme |ine. Subt asks
include to define and prioritize the diseases of
rel evance, to determne the status of avail abl e
vacci nes, and to examne the Mlitary Infectious
Di sease Research Program |looking at its priorities,
vacci ne devel opnent, and role. The eventual product
that MRMC is looking for are recomendations for a
conprehensive strategy that Medi cal Research and
Mat eri el Command and Departnment of Defense coul d adopt
to best apply their resources toward devel opnent,
i censure, production, stockpiling, distribution, and
use of vaccines against naturally-occurring diseases of
mlitary inmportance. Next slide, please

(Slide.)

That's all | have to say today. Are there
any questions?

DR. AL EXANDER: I have a question
regardi ng chl anmydi a. I guess it had been ny
understanding that mlitary health care, at a m ninum

was consistent with civilian guidelines and practices

in terms of infectious diseases. And, frankly, com ng
from the mlitary, | always thought the mlitary was
nore on the cutting edge than the civilian sector. So,
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I'm a little aghast at where you are with chlanydia
screening, given that the standard of care in civilian
settings is for routine screening wusing anplified
testing for wonen. Wiy is it that it's not in place
for the mlitary?

COL. W THERS: | honestly don't know how
it conpares to the standard in the civilian community.
That's one thing I'm not sure of.

DR.  ALEXANDER: Wel |, CDC guidelines and
HDI S (phonetic) guidelines have recomended routine
screening now for quite a long tine. In fact, we've
even been successful in ensuring that anplified testing
be the standard of <care in Medicaid and Medicare
popul ations. So to have the female soldier portion of
our popul ation subjected to I ess than standard care, to

me, seens sonmewhat egregious.

COL. W THERS: | must admit, | don't have
a great answer. \Vhen we are looking at it all at once
in terms of getting into it, so to speak, or
I mpl emrenting it, it's a resource problem That's ny
easy and quick answer. Wiy we didn't do this a long
time ago, | honestly don't know.

DR.  ALEXANDER: Chl anydia is particularly
intriguing, given that the investnent of $1.00 up front

in screening saves $12 down the road in treatnment
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costs. So, the cost-benefit analysis with chlamydia is
pretty well established globally.

COL. W THERS: | don't know. Per haps ny
ot her service colleagues would answer for nme, or at
| east hel p ne out here.

CDR. McBRI DE: Let me respond to that, if
Il may. For sone vyears, we have done chlanydia
screening at the Recruit Training Center in G eat
Lakes, and then through this effort we are very pl eased
with the results. W felt that it was noney well
spent. And it cane to the attention of the Arned
Forces Epidem ol ogical Board that the screening policy
within the services was not consistent, and so this
became an issue over the |last couple of years, and this
has come to our mnd, and we are trying to correct
this.

| don't know why this has been overl ooked
in the |last few years. Sone of the concern has been
that there had been no controversy or difficulty as to
where would we do the pelvic exam nation and pap snear
of women entering the mlitary services, and | think
sonme of it had to do with -- there were sonme concerns
it should be done at the mlitary entrance processing
stations where they get their prephysical exam before

they even go to boot canp, and then in some services
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they were doing it at boot canp. And so there was sone
difficulty and some challenges as to when they would
time this, and then do the chlanydia screening at that
time. But that was not entirely correct because you
could do a chlanydia screening w thout the benefit of
the pelvic exam and so that kind of raged for a year
or two. But we're happy to say that regardless of
what's happened over the past few years, we now have a
recomrendation from the AFEB, and | think the services
are nmoving forward to everyone now do chlanydia
screening. And so we're noving forward in that regard.

DR. LaFORCE: Do you have a coment, Ken?

And can you say your nane before you nmke your
coment s?

CAPT. SCHOR: This is Capt. Schor. The
only thing I would add to Wayne's comment is that from
a standard of care standpoint, at the annual pap and
pel vic exam of active duty wonen, | think we neet and
exceed the standards of care in the civilian world.

VWhat this question and this issue has
addressed is at points of accession when you're
bringing |arge nunmbers of wonmen in, what is the nost
effective and efficient and cost-effective time and
means to screen wonen for chlanydia. It may not be the

best tinme to do that when they are doing their recruit
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accessi on. You may need to wait until they get past
boot canp. There are a lot of different issues that
have been addressed in this issue, and | think that,
again, yes, noney does drive sone of this, but | think

that when it gets down to the annual pap and pelvic
exam those standards are net.

DR.  ALEXANDER: | would enphasize that
urine-based screening is pretty normative globally now

Even in developing countries, we're going to urine-
based screening. So the idea of wthholding the
testing for GYN exam really -- and the reason I'm |
guess, being a little assertive here is that as we | ook
across the spectrum of other STDs, the opportunity in
the future for nultiple testing with a single specinen
is very real. So if this were inplenented now, the
infrastructure would be in place to include a battery
of testing in the future, which would be obviously
advant ageous to t he service as wel | as t he
parti ci pants.

COL. W THERS: Thank you for your
comment s. I'"'m sorry | don't have a lot nore to say
about it.

DR. GARDNER: Pi erce Gardner, Stonybrook.

Last week | participated in a conference call fromthe

Advi sory Conmttee on | mmuni zation Practices that
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indicated that this year there's a mmjor problem in
i nfluenza vaccine production, and that they are
expecting to be significantly |late, and that only about
50 percent of the targeted production will be avail able
on tinme. So, you need to plan on that, and whether it
has effect on stockpiling neuram nidase inhibitors or
ot her approaches is an interesting question that
per haps shoul d be consi dered.

COL. WTHERS: Thank you

DR. LaFORCE: Anot her thing is, Colonel
do you have any data from the Fort Benning outbreak in
terms of cost and disruption of training?

COL. W THERS: No, sir, | don't, not nore
than | presented. Reviewi ng that, the epidemc was
concentrated in one battalion and in even one conpany,
or about 100 man units. So, if we had -- and |I'm sort
of extrapolating here from what | said, but if we had
195 adm ssions, that would be in a training battalion
of about 500 nen.

DR. LaFORCE: Do you know if there was any
recycling that had to occur as a result of the
adenovi rus?

COL. W THERS: Yes. I heard that
di scussed, and it was mninal. W got away with it

because the epidemc was up and down quickly enough
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that few, if any, were recycled in this case.

DR. LaFORCE: Thank you.

COL. W THERS: | think that was just a
| ucky stroke, Dr. LaForce, on our part.

COL. DINIEGA: The issue of ARD will be on
the agenda in Septenber, and we have about four talks
on the status of ARD in the services, so that's a big
topic for our next neeting.

DR. BERG Bill Berg. Col. Wthers, you
mentioned that there had been tests done for influenza
virus and they were all falsely positive. Coul d you
el aborate a little bit on that and what test you used
and what is the role, and particularly the future role?

These tests are becom ng nore and nore w dely used,
and you' ve rai sed some questions as to their validity.

COL. W THERS: well, vyes, sir, | did.
Unfortunately, | don't know anynore details about this.

Obvi ously, sonebody there had a test and applied it to
roughly a quarter of the soldiers that cane in, and
with a ot of false-positives. I'mafraid | don't know
what test or what the screening paraneters were for
t hat .

DR. LaFORCE: Could you get that for wus,
pl ease?

COL. W THERS: Yes, sure can.
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DR. LaFORCE: If you would, and then we'll

get it back to you because this sort of thing isn't
supposed to happen with current testing stuff, and you
sense that somebody just got it wong at that
particular |ab because these are very -- they've got
pretty good sensitivity and pretty good specificity in
ternms of the testing.

COL. W THERS: Il get a little fact
sheet up on that and distribute it to the Board.

DR. LaFORCE: GCkay. Thank you, Ben.

COL. W THERS: Thank you, sir. Let's go
on to the next presentation, Cdr. MBride.

CDR. McBRI DE: Thank you. Let ne just
review several things. | have no slides, and so [|'1I
go swiftly through a short list that | have. Let nme
follow up on a couple of issues that Ben brought up
regardi ng sonme of the prograns that the Arny is engaged
I n.

"Il give you a quick review of the
Varicella program in the Navy. Several years ago, we
started Varicella inmmunization as a routine at the
Recruit Training Center in Geat Lakes. Many of you
know of this and the success we've had wth that
program I'm pleased to say that the two Marine

Recruit Depots, San Diego and Parris Island, have now
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started this. San Diego has enbraced, at | east
initially, a form of doing history on their incom ng
recruits and then inmmunizing those that report they
don't know or they have not had a previous infection
We're following that. It's a little earlier yet to see
what kind of data we're going to get from that, but
we'll follow that with interest and perhaps report that
to you as to what their experience has been.

The Marine Corps Recruit Depot in Parris
Island has recently obtained a machine to do the
serologies there onsite, and they are noving forward
with doing 100 percent serologic determ nations and
t hen, of course, immunizing the sero-negatives.

Meni ngococcal vaccine is now a requirenent
at the Naval Acadeny, and that's going well. Wth
regard to the Naval Acadeny, they are also giving
Varicella vaccine, but they find that in the
registration papers that are given to the incom ng
M dshi pmen, they ask for very specific information on
I mmuni zations, and they find that the data that they
cone back with when they conme to Annapolis is very
accurate, and so they only find that there is about 1
percent of the incom ng M dshipnmen that have not had
the vaccine or have not had a doctor-confirmed history

of Varicella, and so they give the vaccine to |less than
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1 percent of their incomng freshnmen, and that's been
very successful.

Just an aside here, we've |ooked at
obtaining records of inmunization from our recruits in
a way to |lower the cost of vaccinating our recruits in
the Navy and the Mirine Corps, and it's been very
difficult even to get the recruiters to help the
incomng recruits bring very good records, and that's
not been very hel pful. We found that the information
on these little sheets, you know, different forns and
papers that they conme in, have not been very hel pful
and so we've found that we have not been able to rely
on imunization information from the recruits. The
numbers have been very |low and the quality of the
record has been very poor. And so we've not been able
to find it of great benefit in obtaining records of
i mmuni zati ons from our Navy and Marine Corps recruits.

You'll be interested to know that we are
in the Navy undergoing a conprehensive review and
update of our tuberculosis control program instruction
reflecting the nobst recent recomendations that have
come forward from the American Thoracic Society and the
CDC, and we hope to have that out this sumrer.

A comrent about West Nile Fever

surveill ance. We're joined today by one of our senior
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entonol ogists in the Navy, Cdr. M chael Mann on the
side there, from the Navy Environnmental Health Center

He and the entonologists from Jacksonville, our
Di sease Vector Ecology Control Center in Jacksonville,
have already started a vigorous program of West Nile
Fever surveillance anmong all of the Navy bases on the
eastern coast here, and liaising closely with |ocal
authorities and jurisdictions, and this has just
recently started and we hope to be able to provide nore
information on that, but we have enbarked on that
i nportant effort.

Let nme give you a quick update on our
hepatitis-B i mmuni zation policy. You nay remenber that
in the Navy and Marine Corps recently we've tried to
enl arge and expand our hepatitis-B vaccination policy.

I'm pleased to say that this was anong a nunber of
initiatives that have been approved by the Bureau of
Medi ci ne and Surgery for funding, but unfortunately we
have yet to see any doll ars. In the vagaries of this
budget process, this can take sone tine, but we're
hopeful that we'll be able to nove forward in expandi ng
the hepatitis-B vaccination to many of our Marines,
particularly those who operate in the Asian Pacific
area, so we're noving forward with that.

We've been very supportive of the Arny's
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efforts to extend the shelf life of influenza vaccine,

and particularly with what Dr. Gardner has indicated,

we hope that that will be successful.
| don't see Col. Bradshaw with us. 111
just make a quick plug. He has led an effort within

the Joint Preventive Medicine Policy Goup to revise
and update the Joint Service | mmuni zati on and
Chenmopr ophyl axis instruction. This is a conprehensive
instruction that provides the services guidance on our
I mruni zation prograns that is consistent throughout the
Department of Defense, and the Coast Guard benefits
from this instruction as well, and we are nearing the
conpletion of a vigorous effort to update that, and we
want to commend Col. Bradshaw for his remarkable

efforts in | eading that.

Those are the issues | wanted to share
with you this norning. I neglected to say that on
behal f of the Preventive Medicine Liaisons, | want to

wel come the new AFEB nenbers, particularly Capt. Berg

Navy Retired, glad to have him wth us, but as |
transition off of ny position later this fall, |
express my appreciation for the opportunities to
contribute to the AFEB and would welconme additional
association in the future. Are there any questions or

comment s?
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COL. DI NI EGA: | do have a comment. Cdr .

McBride tal ked about the test managenment side of the
house and entonologists increasing their surveillance
for West Nile. | talked to Col. Don Driggers
(phonetic), who is on the Armed Forces Pest Managenment
Board, and he along with all the services have notified
their installations to increase their surveillance for
West Nile Fever carriers.

DR. LaFORCE: | also would nmake an
observation, Cdr. MBride, on the whole issue of
accurate vaccine information that is person-specific.
The National Vaccine Advisory Conmttee net |ast week,
| ast Monday and Tuesday, and devoted alnmobst a half a
day to the whole issue of vaccine registers, and this
is an effort that began a while ago but has had a |ot
of -- Steve would know about this in terms of CDC has
actually become very involved in this -- and it was
based on the huge success of vaccine registers in
Engl and, in terns of using vaccine registers to achieve
rat her astoni shing inmunization coverage. | f you know
what's happened to an individual, you can really focus.

And there is now a major effort to actually get this
funded across all 50 States. And if that were to
happen, then what would naturally unfold would be a

person-specific record that would be available when
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sonebody is 18 years old through an organi zed database
that actually talks to itself.

And during the course of discussion, | had
the opportunity to bring up the issue that had conme up
here several tinmes, which is the fact that at the tine
of accession, information in terns of inmunization
status per inductee is woeful -- not that it hasn't
been done, it just hasn't been codified in any way that
is of value to mlitary public health officials.

So there may be sonme progress along this
l'ine. If that were to happen, | think this is an
I ssue, as the effort matured, would di sappear obviously
as these cohorts mtured so that it would be over
within 15 or 20 years.

CDR. McBRI DE: | appreciate that. Let me
make a followp coment, if | my. I know there are
many states that do have a vigorous immunization
tracking program at least for their children and
infants, and in the Navy sone of our nedical treatnment
facilities are enmbracing this. And even though for the
| ast three years the DoD has been working on and
I mproving our inmunization tracking systenms within the
services -- and as you nmmy know, all active duty
I mruni zations, or at |least certainly anthrax, are being

pushed up to the DEERS -- sone of our hospitals in
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tate immuni zat

only benefit fromcontinued efforts in this regard.

DR. LaFORCE: Thank you.
DR. GARDNER: Coul d |
to Cdr. McBride?

hepatitis-B inmmunization program

assune that
i mruni zati on. What is the current
be expanded?

CDR. McBRI DE:

policy that

As a newconer,

needs

are seeking

i on

the imruni zations given to children
in the state where they are adm nistered.

enl arge and we can

ask a brief question

You were tal king you're expandi ng the

hepatitis-B would have been a bedrock of

to

Many of us are famliar with

this, but [I'lIl share it wth vyou quickly in the
i nterest of tine. For many years now, hepatitis-B has
been routine immnization within the services for only
specific indications. All Mdical Department personne
are routinely i nuni zed, and ot hers who have
occupational risks, and then those who are eval uated
for asexually transmtted disease are given the
I mmuni zat i on. And that has been the policy for many
years.

DR. GARDNER: | would have thought that
al | menmbers  of the Armed Forces would be at
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occupati onal risk.

DR. Mc BRI DE: Wel I, this has been
sonething that has been very controversial over the
| ast several years. You may or may not know that many
years ago the AFEB gave a recommendation that all
individuals in the mlitary would be imunized
routinely, but this was not enbraced by the services at
the tine. And though there have been those who have
sought to have this policy enlarged, it has not
received funding, and largely because of +the cost-
benefit considerations on this. And it's been
difficult to show that a vigorous inmmunization policy
with hepatitis-B would really result in sonme cost-
savings. Well, notwithstanding that we in the Navy and
particularly the Marine Corps and Ken's efforts here
have been trying to push this forward, and | think we
are finally getting there.

| don't know, other than because of cost
considerations and the lack of a convincing cost-
benefit analysis within the services, that this has not
been enbraced heretofore, but we are hoping to correct
that as well as we continue with this effort.

DR. LaFORCE: It may well be that the cost
of hepatitis-B vacci ne has gone down rat her

dramatically in recent years, and | know that this was
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a very contentious debate that occurred, | don't know,
maybe ten or so years ago, and it my well be that --
we'll talk to Ben -- that nmaybe this needs to get
| ooked at again in terns of it because the cost-benefit
analysis is going to be a bit different now because of
the cost of vaccine that has gone down rather
dramatically over the | ast several years.

CDR. McBRIDE: It has, and | think that we
could only benefit -- the services could only benefit
or our efforts to enlarge this program could only be
benefitted by a reinforcement of the AFEB of their
| ong- st andi ng reconmendati on. And given that the cost
of vacci nation has significantly dimnished for
hepatitis-B, that's another consideration.

DR. BERG. Bill Ber g. My Health
Department is gearing up to immunize all the fifth
graders in the city of Hanpton next fall because it's a
state requirenment. All sixth graders wll be imunized
agai nst hepatitis-B. | think it's -- having spent 24
years in the Navy and always thought of the mlitary
services as being on the cutting edge of immunization,
it's a little distressing to hear that they may sort of
be falling behind the <civilian standards. And |
realize |I'm preaching to the choir, but | wuld hope

that this program could nove forward and it would
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continue to fight for this immunization.

CDR. McBRIDE: Thank you. David?

DR. ATKINS: 1In the discussion, you raised
a sort of a general point about the cost-benefit
analysis, | nean, | think it's probably given that with
the mlitary a lot of things that are cost-benefici al
from a societal perspective are not going to save the
mlitary noney and -- maybe the Board needs to weigh in
sonehow on what we think an appropriate approach to
really evaluating the true cost-effectiveness or cost-
benefit should be.

DR. LaFORCE: Remenber, we visited this in

great detail when we tal ked about chlanydia, in terns
of the benefit accruing to a gender -- obviously, over
a period of time -- that would be in |arge neasure

after individuals had conpleted mlitary service. And
so there was clearly a societal benefit, and no one
woul d want to denmean the inportance -- or dimnish the
i nportance of the societal benefit. But it is an issue
that turns out to be of relevance as you have these
particul ar di scussions. Yes? Stan?

DR. MJSI C: Stan Musi c. | want to get
back to West Nile. |"m very interested to know about
pl ans that you have for things beyond surveillance for

the virus. In birds, are there plans to issue Deet
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and, if so, are you also going to have sonme kind of
surveillance for overuse or toxicity and those kinds of
i ssues because when the cases start we can have ready
access to --

CAPT. TRUWP: It's interesting. To ny
knowl edge, no, Dr. Misic. Most of our -- | did say
t hat t he program was desi gned for prevention,
surveill ance and control but, frankly, it's weaker in
the control. It's strong in the education in two
ar eas, know edge  of the disease itself anongst
clinicians and, secondly, personal protective neasures
on mlitary community nenbers. And it's strong in
surveillance for disease in humans and in birds and
nosquitos, but | have to say the area you bring up,
toxicity associated with personal protective measures,
I don't know that we've really anticipated that.
Scott, am | wong on that, or am|l right? Col. Stanrick
(phonetic) is agreeing with nme. He's the author of the
program and |I'm afraid we haven't really reckoned wth
yet. Good thought, though.

DR. LaFORCE: Let's go on. The Mari nes
have been waiting very patiently.

CAPT. SCHOR: Sonetinmes we don't wait very
patiently.

(Laughter.)
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CAPT. SCHOR: I"'m Ken Schor. I"m with
Heal th Services, Headquarters Marine Corps. Next
slide.

(Slide.)

We' || change gears here just a little bit.

This is the thought for the day from the current
Commandant . It just shows his analogy from Kipling' s
Wbl f Pack, the concept of the Mrine, the individual
and the group. Next, please.

(Slide.)

Let's change gears here a little bit.
|'"ve chosen three fairly hot topics for us in Health
Services there, and we'll nove along. Next slide.

(Slide.)

This builds on some things that Wayne

McBride talked about and has cone before this Board

bef ore. | just thought 1'd let you know that the
Commandant gets e-mail from Lance Corporals, and he
takes it very seriously -- that is a very inportant
avenue of conmmunication to him And this Lance

Corporal felt he got Lyne Disease during Marine conbat
training, which every Marine goes through. He did the
short course, which is 16 weeks; others do nmuch | onger
courses if they are a machine gunner or that sort of

thing, or fire team And he felt -- he was a very
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t houghtful young fellow, and felt that we should
I ncrease our training primrily. He had sone concerns
bet ween the sentences, between the words, about whether
he was treated as aggressively as he perhaps should
have been, but our response to that is, as | note in
the bottom bullet, we've asked the hospital to do a
case review to see if they were as aggressive as they
should have been, if there are any lessons to be
| earned from that, because this individual did his
Marine conmbat training in a nuch nore endem c area than
where he is currently doing mlitary police duties and
undergoing his treatnent for arthralgias and arthritis.

So that proves the issue that we all have to be very
alert and aware of infectious diseases even if they are
not significantly endenm c where we are stationed.

And |'"m going to bring this next week to
t he Navy Epi dem ol ogy Board and ask the basic question,
sonmething that | found out during my MPH study that I
did on training, and that is, do we need to systeni ze
the training better?

We do a very good job predeploynent, just
going into a threat area, but |I'm not so sure we are
very systematized as we send Marines to schools, as
they transfer to bases, and do they need sustainnent

training? Does that need to be organi zed?
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crosses

over Navy and Marine Corps |ines. This crosses over

the fol ks that | ook over the hospitals and the stations

and NEHC, Navy Environnmental Health Center and their

Preventive Medicine Units, and also the Operational

Preventive Medicine officers. And so we are going to

start asking that question and see if we can get nore

systemati zed training. Next, please.

(Slide.)

Here is a different issue on inmmunization

delivery. About every three or four nonths we' ve had a

problem with folks out in OCkinawa, Pendleton, Lejeune,

sayi ng, you know, we're having sone trouble getting the

vacci nes that we want. The hospital is saying

that it

costs too much, they don't have the noney to buy it.

Adm Clinton, this is not an issue for you at this
point, | don't think. It's an issue of the fault line
bet ween Navy nedicine and the operating forces in the
Mari ne Cor ps. Those are two different pots of noney,

and it's taken us a while to actually figure out that

Navy BUMED actually buys the vaccines, they don't buy

the consumables -- the syringes, the al cohol

W pes.

And the supporting hospitals are facing an increasing

budget deficit as we go into tri-care and managed care.

And so they are saying, "W need to know what
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to budget for vaccines".

It was nore in the past, you'd come up and
just tell us what you want and we'll give it to you.
There is no concern that they wll not support the
operating forces, that is not an issue. The real issue
Is that perhaps the contact poi nt bet ween the
war fi ghters, the operating forces, and the suppliers,
the hospitals, isn't really worked out so well, the
communi cation isn't as good as it should be in terns of
pl anni ng and comuni cation. And you see in that fourth
bullet the fact that that's sort of the string we have
to put together, and we really haven't had to do that
bef ore. Now we're going to start doing that better,
and we're going to start fostering communication,
i nprove comuni cation and try to optim ze that.

And the basic question that's being asked
is, should there be central funding for immunizations
in the Navy and Marine Corps? Next slide.

(Slide.)

And this is sonmething new. The CINC
Surgeons neeting |ast week first heard about this. I
bring this up because it's a different kind of weapon.

It's a weapon that may well be enployed against us in
the "3-Block War"™ of urban warfare where you're

shooting and fighting vertically, when the bad guys --
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or maybe the good guys, let's hope are on the top fl oor

and the bad guys are on the bottom and you' re just

bl asting out in between. That's a vertical battle
zone.

These things work very well in enclosed
spaces by shockwave. And the issue is on injury

epi dem ol ogy. We think of penetrating wounds, not so
much blasts in contained spaces, and that changes how
you may have to treat these folks. ' m not a surgeon
I don't know the whole epidem ol ogy here, but | would

just like to nention that here are sone folks that are
using these things. And they are shoulder-fired. They
wei gh 22 kilos with the expl osive of about 2 kilos, and
they go about 1 to 6 football fields. So they are a
new t hreat. And | think that's all | have except for
the | ast slide.

(Slide.)

That is just to remnd us of the pointy
end of the spear. Any questions, please?

DR. LaFORCE: \What does "schnel" nean?

CAPT. SCHOR: That means  bunbl ebee,
apparently, in Russian.

DR. LaFORCE: And that's what that weapon
is called?

CAPT. SCHOR: By t he fol ks t hat
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manuf acture it, yes, sir.

DR. LaFORCE: (Questions? Yes, Steve?

DR. OSTROFF: |'m curious have you seen

-- Steve Ostroff -- any Lynme Di sease at Canp Lejeune?

CAPT. SCHOR: We asked the hospital.

They had about

35 anti body screens -- | guess they were

ELI SAs -- and none of them were positive on Wstern
Bl ot . So it does not appear to be the case, at |east
in one calendar year recently. Very little disease
overall .

DR. LaFORCE: Cdr. MBride may wish to
conmment on this. He's presented data on this at our
| ast briefing.

CDR. McBRIDE: I'll just remark briefly on
this for the benefit of the new nenbers. At our
previous meeting, we reviewed data that was -- there
were over 9,000 sera from nenbers of the Arnmed Forces

t hat wer e

Repository,

obtained from the Arned Forces Serum

an

d of these we did ELISAs on all of them

and over 1,000 were positive on ELISA determ nations.

And then

Western Bl ot

be positiv
remember -

speci mens

(202) 234-4433

on

e.

- a

t hat

all of those, they were submtted for

determ nation, and only 12 were found to

O those 12, we had -- I'm trying to
bout 9 or 10 that had antecedent serum

were available to us, and they showed
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that they had pre-existing antibody positive, so
suggesting only 2 of over 9,600 servicenen and wonen
had sero-converted while on active duty, suggesting
sone fairly conpelling data that indicated, at least in
that sanple which we think was representative of the
Armed Forces, that it's very uncommon indeed to sero-
convert while on active duty, suggesting that there was
really no need to enbrace a real vigorous policy for
the use of the Lyme Di sease vaccine, and that was kind
of the question that we were seeking an answer from
suggesting that Lynme Disease was not a significant

issue in the Arned Forces.

CAPT. SCHOR: And | think the overall
issue is tick-borne disease prevention. That is the
career-long issue here, not just Lynme D sease. Of

course, it depends on geographic threats, and it could
be very, very sinmple, you know, a two-mnute stand-up
brief in recruit training or sonme of the early training
phases, but then it becomes nore specific with nore
data and nore information provided.

So, |I'm not suggesting we need a big,
heavy educational push that takes up hours and days of
training, but very specific and a nore systematized
kind of approach than we perhaps have.

DR. LaFORCE: And when we discussed this
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the last tinme, we were actually, | thought, quite
specific about separating out the two thenes. One
theme was, was there enough disease burden to warrant
the issue of a DoD recomendation for Lynme vaccine, and
that was totally different from what the obligatory
nature of the counseling in terns of wearing proper
clothing, wusing the insect repellents, whatever, to
protect forces not only from Lynme Disease because we
know that the European strain wasn't going to be
prevented at all with even if troops were inmmunized
here in the States. So, we would agree with you
conpl etely. And | can't tell you how useful the study
was now when this point now conmes up, is that the risk
I's not zero because you do have troops that are working
in areas or doing maneuvers in areas where we do know
there is Lyne Disease. So, to expect that the rate of
di sease is going to be zero is frankly to much to hope
for, but does that now inpel us to be that nuch nore
aggressive in ternms of counseling recruits? | think
the answer is clearly yes, and | would agree with the
strategy that you've proposed conpletely.

CAPT. SCHOR: This invincible Marine Lance
Corporal, his wife is a biologist that felt that if we
scared himw th the synptons of Lynme Di sease that woul d

have made him nore vigilant. " m not sure that that's
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going to work against the Lance Corporal Marine, but I
think perhaps just a little bit nmore screening would be
called for.

DR. LaFORCE: Thank you, Capt. Schor.

Next , Lt Col . Ki nm Medi cal Readi ness
Di vi si on.

Lt COL. KI v Yes, sir. Good nor ni ng.
Some of you may recognize ne. In the past, 1've had
the luxury of sitting in the back against the wall, but

at the last neeting Col. Diniega suggested that perhaps

there mght be sone value in ne giving you the Joint

Staff perspective at these neetings, and | hope it

will. Since this is my first shot, 1've just put a

list together of sonme current issues that I'd like to

bring up, just a very short list. Next slide please.
(Slide.)

Starting with some good news, based upon
your recomrendations, | think we've conme to sone
solution, not wthout sone armtw sting and education
on ny part with ny J-2 Intelligence and J-3 Operator
counterparts. Col. Takafuji and | wll be discussing
this in nore detail tonorrow

We are also very interested in the anthrax
vacci nati on program From our perspective, we are

closely nonitoring vaccine stockpile and production
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i ssues as they nmay inpact current operations, as wel

as planned operations. Also, based upon -- really, the
instigating factor was a letter to the Chairman from
Representative |lke Skelton, who had proposed that we
have a stand-down day for anthrax and for a variety of
reasons, mainly, that it was not practical or feasible
to do so. W came up with what we think is a very
val uable contribution, that is, working together wth
the Program Office, we are making available to all of

the Active and Reserve Conponent Forces an anthrax

educati onal videotape. As you are aware, in the past
our focus has been pretty nmuch "just in tinme
training”, and we think there my be some value in
providing up-front training to all of our Forces

t hrough this videotape.

Al so, several policy issues. A current
policy in staffing right now is an anthrax vaccine
refusal tracking, the very small nunber of refusers.
There's a policy in staffing right now on that issue.

As Capt. Schor nentioned, |ast week was
our CINC Surgeons Conference, and one of the agenda
itenms was a PB protocol, recognizing the potential that
we mght need to use PB in the future, and the fairly
stringent FDA regulatory requirements as well as the

recent Executive Order signed by the President. W had
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the Medical Research and Materiel Command conme and
discuss with our CINC surgeons sone of the issues
i nvol ved, and so we're going to be working with them
and the services on the detail so that we can have a
pr ot ocol in pl ace that woul d neet al | t hose
requi rements so we can do the right thing.

You are certainly aware of the variety of
RAND papers that are out there. There is one out for

staffing right now on pesticide use during the Gulf

War . This paper is just that, a study of pesticide
use. It doesn't go to the next step and try to
correlate potential Gulf War illnesses with pesticide
use. It's a survey-based paper, and we should have

that staffed in the next couple of weeks.

The Naval COMEDS, that is the Commttee of
Medi cal Surgeons Ceneral, met -- the plenary session
net several weeks ago, and the way that comittee
operates, there's -- MPM stands for MIlitary Preventive
Medi ci ne. There's a MM subgroup under the COVEDS
pl enary. The plenary has to essentially bless the work
of the subgroups, and there were several itens that did
receive blessing at this last neeting listed here.
Worki ng together with our UK counterparts |ate |ast
year, we had an initial neeting about working together

on Standard Di sease Non-Battle Injury Report, using a
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EPI - NATO format which is slightly different from our

Joint Staff format, so we're going to be working that
at the next neeting which is to occur the end of June
i n France.

Al so, depl eted urani um a significant
I ssue on a variety of fronts not only from a potentia
heal th standpoint or perception of health standpoint,
also a very politically charged issue, as |I'm sure
you're aware. They recommended that we work together
and prepare a NATO standardization agreenment on
depl eted uranium all aspects of it. And, also, I'm
sure you're also aware of the environnmental health risk
assessnents that have been done not only in Southwest
Asia, a significant anmount of work done in Bosnia, but
there's also a draft report that's been prepared on the
United States sector in Kosovo. The NATO conmmittee is
very interested in developing sone sort of mechanism
for us to share our information with them as well as
any information that they may have with us, so we're
going to put that on the table to discuss sone
potenti al solutions there, be they web-based or
ot herwi se. Next slide, please.

(Slide.)

A docunment that we're very excited about

is our Force Health Protection Vision docunent. Not
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all of you may have seen this. "Il pass it arou
when |'m done. This docunent represents t
cul mnation of about three years worth of work.

Several subgroups namde up by representatives of t

nd

he

he

CINCs and services subject matter experts in a variety

of areas.

What this docunent is really our For
Health Protection Vision in support of the Chairman
Joint Vision 2020, very much forward-I| ooking. And
the back of it is a very large chart -- | won't pul
out, but you can take a look at it over the break
that is our roadmap out to, at this tinme, 2010. It
now officially Joint Vision 2020, and it's a |ist
over 100 critical success factors, technologies, Cl
and service initiatives that we feel we need to have
2010 or 2020 to get to where we need to be. There was
list of ten that's also in the back of here th
represents our priorities, and we're working togeth
with a contractor in our office to put together tho
interim mlestones, figure out where we are on the
various success factors today, and hopefully we'll g
to where we need to be.

We're al so excited about the Institute
Medicine's final report which is due out later th

year, the title I|isted here, we've been active
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involved with them as have several others in the room
over the past two years. They had a neeting |ast week,
final technical review session out in California. For
the nost part they've been very supportive of all that
we're doing in this area, and they also have sone
suggesti ons. We're looking forward to seeing what
their recomendations are, and hopefully they' Il fit
together with our plan and we can act on them to nmake
our program better.

Presidential Review Directive 5 did many
t hings, but another thing we're excited about is the
creation of t he Mlitary and Vet er ans Heal t h
Coordinating Board. M boss, Adm  Mayo, is the
chairman of one of the work groups under that. There
are three. He chairs the Deploynent Health Work Group,
the other two being a Ri sk Conmuni cation Work G oup and
a Research Work Group.

VWhat is exciting about this is that the
chai rpersons of the Board are actually the Secretaries
of Defense, Health and Human Services, and Veterans
Affairs. So for the first time we're going to be
getting together with our colleagues and counterparts
from those organi zations to hopefully build a strategy
that can truly make our | ongitudinal approach to Force

Health Protection a reality, taking care of service
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members from assession -- you could look at that as
Heal th and Human Services -- through their time with us
in Department of Defense, and work for a snpoth
transition to when they are being taken care of by
Veterans Affairs.

Qur Joint Staff Menmo on Depl oynent Health
Surveill ance, which was issued about a year and a half
ago in Decenmber '98, even though it's only a year and
a half old, for a variety of reasons we're working on a
nodi fication, MOD 1 to it, which we expect to be ready
perhaps by the end of the year. It was initiated by
sonme admnistrative changes, one, to take out the
m ddl eran, if you wll, for the pre- and post-
depl oynment health assessnents. Those are now bei ng sent
directly to the Army Medical Surveillance Activity.
And also it presently requires a weekly reporting to
hi gher headquarters, Joint Staff, CINC Surgeons Staff,
and we think it may be nore practical to go to a
nonthly reporting, although we still strongly recommend
and will, in fact, require weekly reporting at the
field level.

Also, at the tinme that Joint Staff Meno
was i ssued, t he Envi r onnent al Surveill ance
Requi renents, although they are in there, are fairly

generic because at that time there hadn't really been
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much consensus anmong the services on what the mninmm
requi rements are. Since then, through the Joint
Envi ronnmental Surveillance Wrk G oup, we have conme to
some consensus on things like mninum analytes and
m ni rum data elenents for reporting purposes, SO SOne
of t hat IS going to be incorporated in the
nodi fication. And, also, we're going to strengthen the
oper ati onal risk managenment focus, putting
environnental health risks into perspective with the
many other risk decisions that the commanders out there
face. This is a |anguage that they understand, and we
think that that will make it a nmuch nore effective and
val uabl e tool. Next slide please. That's all | have

unl ess there are any questi ons.

DR. LaFORCE: Questions?

(No response.)

If not, let's go on to Cdr. Tedesco of the
Coast Cuard.

CDR. TEDESCO Good nor ni ng. ' m Mark
Tedesco. I'm with Coast CGuard at Coast CGuard
Headquarters. | oversee nedical readiness. As you may
be able to tell from the acronym under ny name, |ike
Adm Clinton in the back of the room I'm a Cinician
Public Health Service Officer, although | wear the
Coast Guard blue wuniform because |'ve been detached
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fromthe Public Health Service and detailed over to the
Coast CGuard. Unlike my sister service nedical
representatives who are conm ssioned in the service
whi ch they represent, the 160 health care professionals
in the Coast Guard are actually comm ssioned Public
Health Service officers, all of wus detached and
detail ed over to the Coast Guard.

Because of the nunber of coments and
questions |'ve had over the last couple of years as a
menber of the Board, or liaisoning with this Board, |
t hought 1'd do something a little different today and
kind of bring you through what is the Coast Guard, how
they are nmade up, especially since recently this --
even after "phone a friend" and "ask the audience" --
this question as to what Federal agency the Coast Guard
was in was answered in incorrectly on "Who Wants To Be
A Mllionaire." So |I thought we would go through this.

The Coast Guard is one of the five Arned
Forces of the United States, by |aw It is a mlitary
service in and of its own right, which is oftentines
not under st ood, but falls under Depar t ment of
Transportation rather than under Department of Defense.

So mlitary and Arnmed Forces isn't necessarily

synonynmous with Departnent of Defense.

The Public Health Service, one of the
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seven unifornmed services of the United States, is not a
mlitary service, it is not part of the Arnmed Forces
other than the 160 of us who are detailed over to the
Coast Guard. We do fall wunder Uniform Code of Mlitary
Justice. Next slide, please.

(Slide.)

Agai n, the Commandant of the Coast Guard
falls under the Secretary of Transportation, however

he also sits with the Joint Chiefs of Staff as a

menber . And in time of war, the Coast Guard, by
definition, can fall under Department of Navy.
However, that hasn't happened since World War 1. Next

slide, please

(Slide.)

Just briefly, the history -- and you can
see a nunber of the different mssions in these
predecessor services to the Coast Guard. Li ght house
Service started well before this country was actually
the United States and we were still part of Britain.
The Revenue Cutter Service -- because of the need for
trade, this country's Federal Governnent first made
noney off revenue tariffs, and it was inportant for our
own nerchant marines to be able to trade, the Revenue
Cutter Service was forned.

About eight years later, the Marine Health
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Service was formed, which was the predecessor of the
Public Health Service, and one of their tasks, as wel
as to care for merchant nmarines, was to care for the
Federal enployees of the Revenue Cutter Service, and
that's where the relationship originated between the
Public Health Service and the Coast Guard. Next slide,
pl ease.

(Slide.)

The Coast Guard was forned in 1915 as the
Revenue Cutter Service and the Lifesaving Service
conmbi ned into one group. And then later on was added
the Bureau of Navigation Steanboat |nspection, and in
1967 we became part of Departnent of Transportation
We have been working under the Navy, as a service under
the Navy during the two Wrld Wars. However, we
haven't functioned specifically that way since then.
Next slide, please.

(Slide.)

It is said that we would function under
the Navy in tinme of war, however, there's been severa
wartime experiences since World War Il where the Coast
Guard's has had a significant presence where we haven't
officially been part of the Navy, although detached
units may function under part of the Navy.

It's nmy personal feel i ng, given the
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m ssions that the Coast Guard now has, that we nmy
never fully operate under the Departnent of Navy, but
wi |l have assets that nmay be attached to the Navy or to
the other services. As such, that's why nore and nore
I think it's inmportant, and we have been trying in the
medi cal perspective to beconme a nenber of Boards |ike
this and also other working groups in DoD so that we
can keep our forces always ready to go with DoD to
various contingency m ssions. Next slide, please.

(Slide.)

Sonme of the various mssions and, as you
can see, mlitary operations is just one of the many
m ssions that the Coast Guard has. Next slide, please.

(Slide.)

Some of the other m ssions the Coast Guard
has. Three years ago today, | was still an Arny
Medical Officer, so it was quite eye-opening to ne to

conme over to the Coast Guard not quite three years ago

and see the variety of mssions as well as mlitary
operations that the Coast Guard did. Next slide,
pl ease.

(Slide.)

And, again, we are about 10 percent of the
size of the Arny, but we have about 1 percent of the

health care professionals that the Arny has. That ki nd
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of illustrates for ne how we got to spinning a |lot nore
qui ckly than sone of the other services in order to
keep up with the things we need to worldwide -- 60
doctors, 55 dentists, pharmacists, sanitation officers
are the officers. As you can see, we don't have a
single RN other than the few Nurse Practitioners we
have who function as Medical Officers, but we don't
have a single comm ssioned officer RN in the Coast
Guard. We also don't have hospitals. We've got 30
clinics worldw de, but no hospitals, two infirmaries at
t he Coast Guard Acadeny and our Recruit Health Base.

| thought 1'd spend today kind of bringing
t he whole group up to the |level of know edge as to the
Coast Guard and how we fit into the schene of things as
part of the Armed Forces. Subj ect to your questions,

that concludes ny briefing today.

"1l add one comrent -- and, Col. Diniega,
| apologize for not bringing this up earlier. Thi s
will be my last neeting also officially as a nmenber of
t he Board. LCdr. Ludwig -- this decision was made in
the last few days, so |I didn't have a chance to bring
it forth earlier, but | wll be sitting in the
sidelines, |I'm sure, at future neetings, but LCdr.

Sharon Ludwi g, who sits at the desk next to mne, wll

be taking over officially sitting here in front of the
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podium  Thank you.

DR. LaFORCE: |Is there a nessage? | nmean,
is this a sinking ship here?

(Laugher and sinultaneous discussion.)

DR. LaFORCE: Let's close wth Col.
Graham the British Medical Liaison Oficer.

COL. GRAHAM Good norning, sir, |adies

and gentl enen. |'"'m delighted to be at ny first AFEB
neeti ng. I regret that it's going to be ny |ast AFEB
meeti ng. " m deputizing for Col. Warde and just raise
a few publications -- nention a few publications which

have come out in the UK within the past few weeks which
may be of interest to you.

Prof essor Sinmon Wesley who was funded by
the U S. Departnent of Defense to study patterns of ill
health in British Gulf veterans published his first
paper, provided two nonths ago, in which, like the |owa
study, Pennsylvania study, Canadian @ulf study, he
found that Gulf veterans were nore likely to report ill
health across the full range of synptons than Bosnia
vet erans or nondepl oyed British veterans.

In that first paper, he nentioned an
associ ati on bet ween reported il heal th and
I nuni zation histories. He |ooked at that in nore

detail and about ten days ago in the BM published

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

75

anot her paper, and he had used the personal records of

I mmuni zati on which you have in the
validate the reported imrunizations

and he found in the second paper that

British Arny to
by @ulf veterans,

Gul f veterans who

were imunized in-theater who had their ant hr ax,

pl ague, pertussis vaccines -- what was our biodefense

program the veterans who had thos

e vaccines as an

emergency procedure in-theater were more likely to

report ill health than veterans who were i mmunized

before they left the UK
| have not nentioned thi
its scientific value, but | think

picked up in -- it's certainly been

s paper because of
it's going to be

pi cked up in the

UK, and it will probably be picked up in the nedia in

the current debate about anthrax inmmunization in our

f orces.

There was an editori al

in the BMJ in the

sane week questioning the conclusions of the Wesley

paper. So, as | say, froma scientific point of view,

it will be questioned, but it will certainly be picked

up in the anthrax i mmuni zati on debat e.

|"ve also given the URL
the week from that issue of the
Journal, and it gives the URLs for

vet erans websites, the DoD and the VA
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The second paper I nmentioned 1is an
i nformation paper published two weeks ago by Mnistry

of Defense on the biological detection program which we

used in the Gulf. It may be of interest to the Board
menmbers. That site also contains papers on how the
British I mruni zati on program in t he Gl f was

i mpl enment ed, papers on chem cal defense in the Gulf.
So there is some other material there which mght be of
i nterest.

The third paper was a critique of the RAND
PB paper which the Mnistry of Defense produced again
two weeks ago. We had been asked by Parlianment to
comment on the RAND PB paper, and we referred it to the
chem cal and biol ogical defense sector of the Defense
Eval uati on Research Agency. The scientists there cane
back with their views. They felt that the review had
not been carried out in an orthodox way, that they had
not considered all the relevant material, that sone
mat eri al which was included was unpublished prelimnary
material, that the hypotheses which were generated were
generated on the basis of equal weight being given to
publications of different stages in ternms of their
publication or peer review. And, overall, we did not
feel that it was a considerable advance in our

under st andi ng of i ssues.
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My contact details are at the bottom | f
any of you would |like any nore information about these
papers or any others in the UK, | would be delighted to
provi de them

DR. LaFORCE: Questions? Everybody got a
copy of this? Fine. | just wanted to make sure.

DR. BARRETT- CONNOR: | have one questi on.

Are there differences between the people who went to
war w thout their immnizations? | nean, what were the
circunstances in which one would have been inmmunized
t here as opposed to in the UK?

COL. GRAHAM The British deploynent to
the Gulf was in two waves. I n Septenber-COctober of
1990, we depl oyed seven arned brigade groups, which was
conbat troops with a very light logistic tail. When
Desert Shield becanme Desert Storm we then augnented
seven brigades with four brigades, plus their logistic
groups, plus then a huge logistic tail. So the troops
who went out early were nmuch nore |likely to have been
regi mental conbat troops rather than service support
t roops, and their experience in many ways was
different. On the one hand, they went out earlier, the
preventive nedicine arrangenents were nore rudi mentary.

They were living in much poorer accomodations,

feeding and water provision were difficult. The people
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that came out |ater had nore training in-country. Not
only were they given their immunizations, they were
trained on chem cal defense, biological defense. They
were worked through training prograns. Sone of them
were given very little. W had nore reservists in that
second batch. So, | think for a lot of reasons, from
a scientific point of view, | don't think we were
conparing like-for-like in that paper.

Al so, although Professor Wesley said there
was a trend that the nore vaccinations people had, the
nore likely they were to report synptomns. In fact, it
was a fairly flat graph with a blip at the end. [If you
took out that small subset of individuals, the paper
Isn't as robust. | think it's because of the public
debate rather than the scientific content of the paper
t hat woul d be inportant.

DR. LaFORCE: O her questions, conmments?

DR. ANDERSON: So just to clarify that
point, so it was the early deployed people who were
getting vaccinated in-theater?

COL. GRAHAM  Yes.

DR. LaFORCE: Thank you, Col. G aham
There's a little bit of delay in terms of the Healthy
Peopl e 2010 presentation, and what | want to do is ask

Ron Wal dnan who has asked for a few mnutes to address
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t he Boar d in terns of humani t ari an i ssues.

Unfortunately, Ron was not able to nmake the San Di ego

neeting when this was di scussed in sonme detail. Ron?
DR.  WALDMAN: | just wanted to bring up

this one issue very quickly to see if | could elicit

any remarks, comments, or reactions. This is ny |ast

neeting on the Board, as has been said many tinmes, and
I'"'m being joined by a rather large quantity of ny
col | eagues.

The reason | was initially nomnated for
t he Board four years ago is that at that time there was
a lot of interest, | wuld say at that tinme new
interest, in DoD particularly, in regard to activities
that they had been or anticipated undertaking in the
arena of humanitarian assistance overseas in response
to international energencies or conplex humanitarian
energenci es, as they have been called. This is an area
that 1've been working in for sonme tine, and it was one
of the Preventive Medicine Officers at the time who had
also worked in a nunmber of these theaters, who felt
that there would be sone novenent in this direction,
particularly in the Public Health sphere, and that it
m ght be useful to have a civilian advisor on the AFEB
who could participate in those types of discussions.

To ny disappointnment, those kinds of discussions never
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really took off, and | haven't -- | feel disappointed
and sorry that | haven't been able to make, | don't
t hi nk and by ny own estimation, an adequat e

contribution to the deliberations here.
| think by way of background, it is
inportant to say that as these conplex energencies
unfold, it seenms to be the rule rather than the
exception that the nost coordinated, the npbst active
and the nost effective sector, at |least in an enmergency
phase of these operations, is the Public Health sector.
It's one where there is a certain epidem ol ogical
background that's been established. | can't quite say
that it's becone a science, a scientific endeavor, but
it's nore of a discipline, and there is nore discipline
in the Public Health sector than there seems to be in
many of the other kind of operations that are required.
Well, 1o and behold, over the course of
the past few years, it's been everyone's perception
that the mlitary presence in these energencies and the
interest of both the US and its Allies from the
mlitary standpoint has increased nany, many fold. And
it is wunusual now for one to operate in a conplex
humani t ari an ener gency wi t hout havi ng to have
substantial contact with arnmed forces.

As you mght well inmagine, the cultures

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

81

which domnate in the civilian relief comunity are
antithetically opposed at times to the kind of culture
that exists in the Arnmed Forces, and this rmakes
rel ati onshi ps between the civilian and mlitary sectors
extremely dicey.

There is one -- let ne cite a very brief
exampl e, but there is a rainbow, an unbrella
organi zation of nongovernnental relief organizations in
this country <called Interaction. The topic of
Cvilian-Mlitary Cooperation, or CIMC as it's called
in the trade, came up at the last neeting of its
Di sast er Response Comm ttee, and based on the
del i berations that were held, and when it was |earned
by some of the nenber organizations of Interaction
that, in fact, nmoney was being spent by Interaction on
trying to learn how to work nore with the mlitary, how
to incorporate mlitary operations into its own
oper ati ons, a nunber of the prom nent civilian
organi zations, including Doctors Wthout Borders, which
Is the Nobel Prize wi nner for Peace |ast year, resigned
from the Disaster Response Committee, so opposed are
they in principle to cooperation with the armed forces
in any way in humanitarian operations. Putting it very
briefly, the rationale for this is that the mlitary

obviously, by definition, is an extension of bilatera
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foreign policy, and it is inportant in the eyes of
these NGOs to remain entirely neutral in these
operations and never to be perceived as a tool of
bil ateral foreign policy.

Anyway, these are inportant issues in this
field about which books have been witten, although not
very good books and not very nmany books. At any rate,
because the Public Health sector is the npst advanced,
because the mlitary is always present, | asked Marc
as sort of my parting shot from the AFEB, feeling
guilty as | did, if it would be possible to see whet her
or not the current direction of preventive nedicine
activities in, I'll say, the Armed Forces rather than
DoD, to include our colleagues from the Coast Guard
whet her there has been any perception of heightened

interest in participating in humanitarian assistance

activities. | know there nmust be in other parts of the
mlitary, and | just received yesterday a typica
example of invitations that people |ike nmyself get at
tinmes.

Here is an e-mail that | got from someone
at East Carolina Uni versity, t al ki ng about
ef fectiveness  of di stributed rmedical intelligence

systems to be nmeasured during an unprecedented

humani tari an exerci se. And these kinds of exercises,
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or si mul ati ons, or ganes, have been becom ng
increasingly frequent as part of the preparatory
process for these interventions in humani t ari an
emer genci es. This is one where -- this is being done
off Hawaii, | believe. There are 55 ships involved in
this sinulation -- 55 Naval vessels, 26,000 Sailors and
Marines will participate in this six-day exercise which
is largely going to be a display of the mlitary's
tel enedi cine capabilities. On the list of nonmilitary
invitees are the World Food Program the International
Federation of Red Cross, and the United Nations High
Comm ssi oner of Refugees, along with others. This is
called "Operation Strong Angel". Partici pants of
Strong Angel are hoping to benefit fromthe transfer or
know edge and experience between the mlitaries and the
civilian organizations of the seven participating
nations.

So, to make a long story short, therefore,
| guess | asked Marc for this time to ask whether or
not on the one hand AFEB would be interested, on the
other hand if the Preventive Medicine Departnments of
the Armed Forces would be interested in pursuing an
exchange of know edge and experience in the area of
Publ i c Heal t h i nterventions in t hese conpl ex

humani tari an enmergencies which seem to be beconi ng,
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first of all, much nore frequent occurrences for those
of us working in the civilian sector, and there's a |ot
of activity there, but by my perception at |east, and
by ny experience, a much nore promnent area of
endeavor for the Arned Forces as well. And if so, how
coul d one go about playing a |eadership role as is done
in the field, here back honme in the inter-epidemc
period, if | could say so, in pushing the envel ope
forward a little bit in education, in training, and in
determ ni ng what the nore conmmon priorities encountered
in Public Health in these humanitarian energencies
m ght be.

DR. LaFORCE: What | would propose is --
Ron is here. W are scheduled for a ten-m nute break.

I wanted him to present this prior to the break so

that the discussions could continue during the course
of the break. So, what | would propose is just break
for ten mnutes and then continue discussions during
t he break. Thank you.

COL. DINIEGA: | amsetting ny tiner.

(Wher eupon, a short break was taken.)

DR. LaFORCE: Il would like to introduce
one topic that Julian Haywood just brought to ny
attention. He said that the AFEB should not m ss the

opportunity of the turnover of several Preventive
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Medical OfFficers who are rotating off the Board, and

ask those Preventive Medical O ficers that are rotating
off the Board specifically if they had one or two
recomendations for the Board. They come with obviously
a wealth of their own experience, and also worked wth

the Board several years.

So, | would ask the three or four who are
rotating off and | wll find you personally, or Ben
will find you personally, and if you just have a
sentence or two or an observation -- it doesn't have to
be witten down -- please give us that feedback, that
woul d be very hel pful. Thank you, Juli an.

Ckay. Let's nove on to DoD Plans for
Heal thy People 2010. Lynn Pahl and, the Health

Promotions Progranms from DoD Health Affairs. Lynn

MS. PAHLAND: The two topics that | just
wanted to touch on are the DoD Prevention, Safety and
Health Promotion Council, and also to talk about
Heal thy People 2010 and what our strategy is for

I ncorporating the 467 goals and objectives that are in

the 28 specialty areas into our system That's a
formdable task, it's sonething that wll take many
years, it's sonmething that | don't think we'll be able

to acconplish next week, but we're certainly going to

try.
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|'"ve been at Health Affairs for three
years, and since | have cone there certainly has been a
great shift in the focus of prevention, wellness,
health pronmotion, trying to solidify the concept of
wel I ness and health promption so it is not seen as
sonmething that is fluff, that it is the basis for our
entire WVHS. That's very inportant.

Approxi mately three years, the Under
Secretary of Defense for Personnel and Readi ness, M.
DeLeon, selected three topic areas that he felt were
very inportant for us to address across the DOE, not
just within the Mlitary Health System that would
actually inpact the effectiveness and the readi ness of
our fighting forces, and those three topics were
t obacco cessation, al cohol abuse, and injury and
111 ness prevention.

From t hat concept, he asked Gen. Roadman,
by name, who was the Surgeon General of the Air Force,
to be the chanpion of these three particular efforts.
Qur original concept was we were going to have groups,
that we were going to have little conmttees, we were
going to figure out the best way to do business, and |
started to develop a charter.

As the charter originally was going to be

signed by Dr. Bailey and Gen. Roadnman was going to be
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the head of this particular group. As we devel oped the
charter, as we |ooked at our intent, what it was we
wanted to acconplish, it becanme nore apparent that we
had to really broaden our scope of involvenent wth
peopl e across the DoD because the inmportant thing is
that injury and illness prevention and alcohol abuse
prevention and tobacco prevention are not necessarily
Health Affairs responsibilities alone, it's sonething
that cuts across the entire Departnment of Defense.

So, over the many nonths that we devel oped
a charter and it went through many fits and turns, it
became apparent that we had to go across the entire
DoD. And in ny formal slides, it identifies the people,
the representatives that we currently have on this
Counci | .

We devel oped a Fl ag-I|evel council. W have
a charter -- 1'Il pass out a copy of the charter --
that really seeks to have a wunified effort to
originally hit these three topics.

We added a couple other commttees to
that, but they still are our three main driving forces.

Again, as this concept grew, we had these commttees

addressing these three areas, and we pulled in people
from across the Departnent of Defense, and over a

period of a year and a half we now have very nmature
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prograns that Capt. Mirphy and LtCol. Talcott wll

address nore in depth. We have action plans and we
have charters for each one of these committees. And
the inportant point is that this Prevention, Safety and
Heal th Pronotion Council now has got to a |evel where
it was actually signed by the Secretary of Defense.
So, it has a great deal of visibility. It was signed
in July of '99. And, again, it's been interesting as
this Council has devel oped. The inportant thing to
know is that this isn't another "stovepipe," this isn't
anot her organi zation, but it certainly IS an
opportunity for coll aboration.

And another one of the inportant things
that we want to focus on is linking research, |inking
prevention to our entire DoD focus on keeping our force
constantly fit and ready. That's another very
i nportant topic.

As far as Healthy People 2010, t he
Department of Defense has been involved with Healthy
Peopl e 2000 probably for the last eight or nine years,
and the way they chose to approach their interface with
Health and Human Services Healthy People 2000 was to
identify 48 of the goals and objectives that were in
2000 to be targets for the Departnent of Defense, and

they chose targets that were different from Healthy
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Peopl e 2000.

A list was developed, a list was put into
pl ace, but then | never really heard that we had a
total DoD-wi de strategy to put these targets and goals
into effect and to actually nonitor our progress. Some
of them do live in sonme of our existing performance
measurenents, but sone of them do not.

VWhat we are hoping to do now with our
interface with Healthy People 2010 is to actually
devel op a DoDD, which is going to be 1010.10, which
currently used to be the DoDD for Health Pronotions.
We have a statenment in there now that is in the process
of being coordinated, but we want to identify the fact
that we want to support the achievenent of all these
targets and goals even though there's 467 of themin 28
different areas, but that as a system we should be
novi ng toward achi eving those goals and exceedi ng t hem

The inportance of our talking about the
DoD Prevention, Safety and Health Pronotion Council is
that eventually we want that Council to get to the
point where it would be the organization or the body
that would identify those areas where the Departnment of
Defense mght want to have a target or a goal or
obj ective that would be different. We are very aware

that in our culture, because of the nature of the

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

90

beast, that we are going to have a different injury and
occupational health incentive targeted or identified
within Healthy People 2010, so it would be incumbent
upon that particular body to identify sonething based
on research, based on evidence, based on fact, that
woul d be the appropriate goal for the Departnent of
Def ense.

So, these two particular activities, the
devel opnent of the DoDD that identifies an interface
and are working with Health and Human Servi ces Heal t hy
Peopl e 2010 and the DoD Flag-Ilevel Council, are two of
the very inportant initiatives that are inpacting the
devel opnent of DoD-wi de policy for health pronotion and
for wellness.

Agai n, not knowi ng what your |evel of

current interaction is with DoD Prevention, Safety and

Health Pronmotion Council, or in your interaction or
know edge of Healthy People 2010, | really wanted this
to be a dial ogue. l'"d like to know if there is sone
way in witing the DoD that | could incorporate sone

systemn de | anguage or have sone sort of nmethodol ogy so
that we could utilize this body in sone way to, again,

hel p us advance our objectives in neeting these goals.

DR. LaFORCE: Any questions? Carol?
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DR. RUNYAN: It's been a while since |

| ooked at the charter of this organization, but in
| ooking at the charter that you just showed us, it
sounds the same as my understanding of this Board. And
so I'm a little bit confused about the relationship
bet ween these two organi zations, or nore the potentia
for trenmendous overlap, and if sonebody could help sort
that out, |'d appreciate it.

DR. LaFORCE: Lynn?

MS. PAHLAND: | think that's one of the
reasons that we are here because | think that everyone
in the room will admt to the fact that within the
Mlitary Medical Services, as good as they are, we have
tremendous overlap or partial overlap, in mny areas.
And there's so nmuch work to do. It's not a good idea
to have two separate groups doing the same thing and
not be interfacing or interacting.

So, as this Prevention Council occurs and
devel ops, it would be appropriate for us to identify,
for exanple, what things this body would do and what
things the DoD Prevention, Safety and Health Pronotion
Council would do. Again, the menbership of the Council
are Flag-level personnel. l'"ve listed the different
areas that they are from and it's really to identify

priorities, plus it works together. This is not
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necessarily a body that has an authority. The
authority is incunmbent and in place wth the
partici pants on the Board. | believe Dr. Mirphy is

going to talk a little bit about the activities of the

Board down to the actual how we get things done, but |

haven't seen -- | don't sense that there really is
dupl i cati on. Ri ght now, we've identified six areas
that are listed in your briefing chart -- sexually
transmtted di sease prevention, injury, t obacco,

al cohol, ways Preventive Medicine can work with them
and all of these groups report through the commttees,
and then the Council decides if there's a way that they
can intervene to nmake that work group's activities and
prograns be effective.

DR. LaFORCE: Ben?

COL. DINIEGA: 1'Il take the first stab at
this because as | found out about the group, the sane
concerns canme to ne -- you know, what do they do, what
do we do, what do the -- but as a little bit of a
hi story.

The Board, in the past, has made

recommendati ons on tobacco cessation and al cohol abuse
prevention and injuries, and those have gone forward to
the services, and sonetinmes we haven't really heard

what is being done in the services.
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VWhat | see happening between the PSHPC - -

the other thing that has happened is the formation of
the Joint Preventive Medicine Policy Wrking Goup has
been a very good thing for the services and for DoD
because we could hash out potentially service-w de
I ssues during that body, and int he past the only way
to do that was through the AFEB. So, there is a
di m nishing role for the AFEB.

Wth the PSHPC, | think we have already
set a precedence when Col. DeFraites brought his DoD
Occupational Illness Prevention Action Plan to the AFEB
for cooment. And when | went down to brief the PSHPC
about the AFEB, what | told them as | see the roles of
the two organizations happening, is we continue to nmake
policy recommendat i ons and program revi ew
recommendations to the services and to Health Affairs,
and it is up to the services and Health Affairs to
i mpl enent . It will always be that. We just make
recommendat i ons. However, as things trickle and they
are widely accepted by the services, a lot of the push
will conme fromthe PSHPC because these are Flag Oficer
and three-star General l evel , and a mxture of
nonnmedi cal Flag Oficers and senior executive service
personnel who are at the neeting and can nmake things

happen on a service DoD-w de. So you have the safety
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community there, and the nmedical conmmunity. You have
the Community Services group there, and the nedical
community, trying to get and acconplish an approved
pl an that everybody has bought i nto. Now, they don't
control nonies and they also make recomendati ons, but
they try to coordinate the inplenmentation of things.

So, | see the AFEB's role as continuing to
make policy and recomendations on prevention in
certain arenas, but as the DoD comrunity picks it up
and wants to go ahead and inplenent and devel op action
pl ans and further policy, they then come back to the

AFEB to run it by for our input into what they have

t hought  about i npl enmenting service-wide prevention
progr ans.

RADM CLINTON: | think you stated it very
correctly from ny perspective. One is an external

advi sory group that we depend on extensively, one is an
i nternal inplenentation process which we hope wll be
nore powerful than things that have not worked quite as
well with this arrangenent, in the past. It may be
that the internal group mght turn to the AFEB to
pursue a particular question that may arise beyond
their capacity and need the external validation or
external review process that AFEB affords.

IVS. PAHL AND: That is certainly our
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i ntent. And as | was trying to point out when | was
tal ki ng about how this whole Council evolved, initially
we thought it was very mcroscopic, that it would just
be between the services, and then it just blossoned,
and it cuts across the entire DoD. And as we are
devel opi ng the Council -- and we're rewiting even now
the charter, and we're nmaking it nore inclusive, we're
adding more staff and we're adding the Mlitary
Vet erans Coordinating Board officials, Gen. Claypool,
Dr. Claypool -- and if there is a role that we can
define that formalizes an interface with your group, |
think that would be superb because, again, in the three
short years that | have been in Health Affairs, | have
seen so nuch good work being done throughout the DoD
and within the services that sonetines they are
operating not as a set of gears that are interfacing
and meshing and noving our mssion forward, but they
are almpst |ittle independent gears. They are doing
wonderful work and they are working so hard, but unless
you engage the system we are not going to be effective.
So, | just see this as a splendid opportunity to
formalize hopefully an interaction with this group.
VWhen we were devel oping the Alcohol Plan
and the Tobacco Plan and the Injury Plan, we tended to

go out in the areas that we happen to know peopl e who
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were subject matter experts. M guess is we had such a
wealth of know edge that we'd be very much of
assi stance here. So the nore we all know about one
anot her and can work with one another, that's certainly
what we're trying to do from our perspective. And |
never wanted the concept for sonebody to say just
because Health Pronotion policy is witten at a desk in
a cube that | sit at, that that's where it belongs. It
belongs to the system and if there is a way that we
can advance your recommendations and advance best
practice, that's all we're Ilooking for. And we're
i dentifying and nodi fying and fornulating this approach
as we go along, so please don't feel left out, that was
never an intent.

Now we are in the process of rewiting our
charter, and | think there is very nmuch a role that you
can identify, and as we bring our plans together we
don't necessarily want to send them here for a
rubber stanp approval. | would think that you would
want to be involved perhaps in the devel opnent of sone
of our further plans. The next area we're | ooking at
taking under the Council is probably suicide, and
that's a very inportant topic.

CAPT. SCHOR: Capt. Schor. Let it not be

said that anything done in the Beltway can ever be
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call ed community-based preventive health services, but
I would suggest and say that the PSHPC is the cl osest
thing that we can cone up with within the Beltway to
actually try to do comunity-based health services.
It's probably the only group that |I'm aware of -- and |
belong to two or three of the subgroups underneath --
that actually tries to bring in folks outside of the
medi cal community, other stakeholders, the broadest
range of stakeholders available, to see if we can nove
certain initiatives along. So, it's very positive from
t hat standpoint.

My only concerns at this point, with the
fairly short exposure to it, are that, again, as
different Boards arise and different functions cone
out, there is some concern of dual tasking and nultiple
taski ng and overlaps and confusion as to who does what
to whom or can't do what to whom That issue is one
I ssue.

The other issue is that the subgroups
underneath the Prevention, Safety and Health Pronotion
Council are very different. VWhen you |look at the
uni verse enconpassed by injury prevention versus the
Joint Preventive Medicine Policy Goup, two groups that
I know very closely, and conpare that to some of the

smal | er carved out areas such as alcohol and tobacco
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cessation, and then self-reporting instrunents, those
are vastly different entities and functions and
out cones.

So, | find at this point that there's a
wi de variance into the kind of subgroups that are part
of that Council, and | think that just needs to be
recogni zed very overtly.

COL. DINIEGA: | have another comment. In
response to Dr. Runyan's concerns, | know that Col.
DeFraites' work group, he did ask for an AFEB nmenber to
sit on the commttee, and Sue Baker did that, and |
also sit on that and try to get to sone of the other
wor k groups' neetings so that if there are issues for
the Board, | can be there to be the proponent for them

MS. PAHLAND: VWhen this Committee came up
-- or the Council -- we took the three areas that the
Under Secretary of Defense for Personnel and Readi ness
identified -- tobacco, alcohol and injury -- but then
we al so subsunmed sone existing committees to begin to
focus on wellness and inproving health status of

i ndi vi dual s and popul ati ons, and pulled that under.

This Council -- we never want it to get
too huge -- and the priorities over a period of, say,
five to seven years perhaps needn't <change. It is

certainly my hope that we really could make a dent in
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al cohol abuse or tobacco use, and gradually have those

things then walk away from Council business, and
per haps another very inportant topic -- | don't know
what it would be at the tinme -- but that would then

become the center of it.

VWhen we had the first Council neeting, and
all the Council neetings, when we have our Flag-Ievel
personnel | eaving, we've got very positive coments in
that this is the first time this group has been
together, and they feel a sense of fortitude from one
another that they now can reach out to the nmedical
conmuni ty. For exanple, one of the things that we're
| ooking at is hearing loss and devel opnment of
particul ar weapons.

So, again, what is it now? It is not
necessarily what it is today, and the particular
commttees under it now are not the way they have to
be, but it certainly has been a very, very powerful
pull for us to get our nessage or to get the attention
of the Secretary of Defense who is very pleased wth
the work that's going on in that Council.

DR. LaFORCE: Davi d?

DR. ATKI NS: | wasn't clear. s there a
plan in place to do sonmething to identify objectives

within the 430-plus Healthy People 2010 objectives --
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MS. PAHLAND: Yes.

DR. ATKI NS: -- that are relevant to the
mlitary, and then a commtnent to track themwith data
sources, or what's the process by which that happens?

MS. PAHLAND: As | said, that could be a
two- or three-hour talk in and of itself. It's very
difficult to talk about such a broad subject in five or
ten mnutes, but we don't want to take quite the
approach that we did before, a small group of people
i dentifying these four min areas. W really do want
to develop a forum and a nethodology to identify things
that are going to be inportant to the mlitary, but
right now there are 467 goals and objectives. W went
through every one of them It was a bit tedious, but
i nteresting. But, you know, quite frankly, we really
do have an inpact on the majority of them

So the nethodol ogy of |ooking across the

entire Departnment of Defense and identifying who is

going to be responsible for what -- for exanple, water
fluoridation doesn't fall wunder the MHS. It falls
under Environnment Security. Ri ght now, we're asking

for a 75 percent target to have water fluoridation. W
know we want nore. But that belongs over in Environment
Security. So it's going to take a very thorough,

systemati c approach to figure out exactly how we woul d
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recommend doing it.

Ri ght now the |anguage in the DoDD just
says "We support the achievenent and proceeding of
Heal t hy Peopl e 2010 goals", but, of course, the devi
is always in the details. The nethodology is going to
be cunmbersone and it's going to take a while, and we
certainly do have an idea of what we would do within
the WMHS, but when you're talking about nultiples of
t hese 467 goals and objectives that are outside the
purview of the MIS, the directive will be there and
hopefully it will be signed, but | can't describe their
met hodol ogy.

Qur nmethodology in the MHAS for those
activities where there are goals and objectives that we
think are medically based, then that process is going
to be developed within the confines of the Prevention,
Saf ety and Health Pronotion Council, because all of our
Surgeons GCeneral are nmenbers of the Council, and our
ASD for Health Affairs and people from the J-Staff and
Dr. Cl aypool, but the exact process, we don't know that
yet . But right now we do have existing tools,
performance measurenents that have taken heavily from
Heal t hy Peopl e 2000, and they are a part of our goals.

But we've already identified sone of them Sone of

them are tobacco, sone of them are al cohol abuse. |
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you go down the ten leading health indicators -- you
see the topics there. We have comm ttees that address
just about every one of those topics. So, | think
we're very nmuch well on our way to -- we've identified
t hose ten areas as Departnent of Defense areas al so.

DR. LaFORCE: It is clear that there is an
i nportant overlap in ternms of the commttee structure
within AFEB, and | would nmake a plea that as you
devel op your working groups, that you either give Ben a
call or me a call, because I think that there is nerit
in havi ng representation from AFEB nenbers to
I ndi vidual working groups. | assure you it would
facilitate in the sane way that you are tal king about
facilitating comruni cati on anongst t he di fferent
service groups. This would facilitate the I|evel of
col | aboration across the AFEB and your group. So |
woul d nake a recommendation or | think |I'm speaking for
the AFEB when | say 1I. | think the AFEB would make a
recommendation that as you establish working groups
that you make it as a mtter of policy to either
contact -- certainly Ben would be the focal point and
discuss in ternms of representational issues because |
think there is a level of expertise and here certainly
Is a level of interest within the AFEB to not get in

the way, that in point of fact this is a process that
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m ght hel p accel erate things.

MS. PAHLAND: | absolutely concur. That
is why we are here and we are all a part of this
evolution to increasing health status and consider it
done. Absolutely, we will develop cl ose contact.

DR. LaFORCE: Super. We should go on
perhaps to Capt. Bob Mirphy's presentation on the DoD
Al cohol Action Pl an. Capt. Murphy is a staff officer
in the Air Force Surgeon Ceneral's office.

CAPT. MJRPHY: Good norning, everyone.
Adm Clinton, nenbers of the Arnmed Forces Epi dem ol ogic
Boar d. On behalf of the Council and LtGen. Kaufman
(phonetic), we'd like to thank you very nuch for the
opportunity to cone and address you this norning. Col.
Di ni ega had the opportunity to address us at our March
meeting and, again, Ben, thank you very nuch for the

opportunity to attend the neeting. Next slide, please.

(Slide.)

A little bit of background -- Lynn has
touched on this a bit -- background for the Prevention
Safety and Health Pronotion Council occurred at the

direction of the then Under Secretary of Defense for
Personnel and Readi ness, M. Rudy DelLeon, who now is
the Deputy Secretary of Defense, and he called together

a group from across the DoD to a first nmeeting in June
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of 1998. As you can see, it was a pretty eclectic
group from Personnel, Services, Education and Trai ning,
Safety, and the Medical community. M. DeLeon did this
very intentionally because in the past there had been
tried groups of this nature, but they had failed
because they had been largely nmedical in nature.

Subsequently, after a two-day neeting,
they did develop what they felt were their three top
priorities -- that being alcohol abuse, tobacco use,
and unintentional injuries. From that canme the first
neeting of the Council. Next slide, please.

(Slide.)

As you can see again, the Council
menmbership is by a very eclectic group. I won't
delineate the bullets, but certainly the people who
have the power to effect change within the Departnment
of Defense are represented. We have recently added Dr.
Cl aypool fromthe MIlitary Veterans Health Coordinating
Board, and it's nice to see Col. Kimm here from the
Joint Staff because an invitation has been extended to
Lt Gen. McCGovern, and it is the intention that Adm
Mayo, CJCS, Deputy Director for Logistics, will be the
member on the Council. Next slide, please.

(Slide.)

This clearly delineates what we feel the
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purpose of the Council is in terns of talking about

advancing policies and practices that lead to health

and saf ety pronoti on, and injury and i1l ness
preventi on. It's spelled out very clearly in the
Nati onal Defense Strategy and Policy. It is our role

in the DoD to deliver a fit and ready force, and
certainly concurring with the concept of population
health, we want to build healthy comunities at hone
and abroad, and certainly in peacetine and conflict,
and therefore it was very inportant that we include our
friends fromthe J-4. Next slide, please.

(Slide.)

Certainly in ternms of our scope of
activity, we want to make recommendations in terns of
Heal th Pronotion and Prevention Policies and Prograns.

We can't do this w thout involving our |ine commanders
and community |eaders from all across the spectrum of
Departnment of Defense. We certainly want to place an
accent on Putting Prevention Into Practice. W want to
certainly talk about successful deploynent, the HEAR,
which is now known as a self-reporting tool. Next
slide, please.

(Slide.)

As Lynn has tal ked about a little bit, the

charter is signed by the Secretary of Defense. This is
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the request of M. Goodnman (phonetic), who is the

Deputy Under Secretary of Defense for Environnental
Safety, who had been at the January 1999 neeting, felt
that in order for the Council to have any significant
effect in terms of changing practice, that it had to
gain the attention of the Secretary of Defense. He did
sign this on the 28th of July, 1999. We currently are
Iin the process of preparing a revision to the charter
whi ch hopefully will be approved before the end of the
year because, by statute -- if you will read in the
charter -- we have a charter review to coincide with
t he new Chai rman bei ng appointed in January of 2001

The Under Secretary of Defense is the
overseer of the Council. He approved the plan
originally for Injury and Occupational [Illness in
Septenber of 1999, and then Alcohol and Tobacco were
approved in October of 1999. \While the Executive Agent
Is the Assistant Secretary of Defense for Health
Affairs, the appointment of the Council Chair is done
by the Under Secretary of Defense for Personnel and
Readi ness. Because of Dr. Roadnman's specific interest
and advocacy in the areas of preventive nedicine, he
was asked to chair. And when Gen. Roadman retired,
Gen. Kaufman, at M. DelLeon's request, was asked to

conpl ete Gen. Roadnman's term Next slide, please.
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(Slide.)

To show you that they were very prescient
in ternms of picking out those areas which were
I mport ant, it's interesting that when the DoD s
wor | dwi de survey was released that the three top areas
were exactly the sanme as noted by the Prevention G oup
at their initial policy nmeeting, that's the area of
heavy al cohol use, tobacco use, and hospitalization for

injuries. Next slide, please.

(Slide.)
Now, this data is taken -- |'m sure nany
of you have seen this -- fromthe DoD worl|l dw de survey.

It's not inmportant for you to look at the individual
servi ces. VWhat is inportant is the fact that across
t he DoD we have not changed the rate of abusive use of
al cohol in the course of the last 20 years. So this
neans that we have to come up with sonething new. The
strategies that we have designed in the past are sinply
not working. Next slide, please.

(Slide.)

And, again, the denographic data certainly
shows that our high risk groups -- that's between the
ages of 18 and 25 in all the services -- but, npre
i nportantly, conpared to our civilian counterparts in

that particular age group from 18 to 25, we are
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significantly higher, and this is the group at risk

that we need to address. Next slide, please.

(Slide.)

Now, this is the bottom Iline. We're all
here in physically constrained environnments, but
al cohol costs us nearly $600 mllion a year. This is

data taken from Dr. Helyer's study which was published
in Mlitary Medicine in January of 1999, but 1it's
attributable to 3 percent of our deaths on active duty
but, nmore inportantly, it doesn't even address the cost
associated with fetal alcohol syndrone, and this data
does not include the cost associated with hom cides,
injuries and suicide. And a very interesting study has
conme out to show that -- it's published in the Annals
of Energency Medicine -- which very <clearly shows
significant rates of alcohol abuse in the areas of
injury, suicide and hom cide. Next slide, please.

(Slide.)

Now, anybody that's been in the Beltway
for the last year has seen this slide a significant
nunber of tinmes in terns of iteration. Col. Talcott
will take the option for this because he did this for
Gen. Roadman, but what has been inportant is the change
in our culture, the change in our attitude.

Previ ously, we had been pretty nuch
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concerned with the bottomtwo on the continuumin terns

of accession and duty, but across the Departnment of

Def ense we have two m ssions. First, the Force Health
Pr ot ecti on M ssi on, whi ch CJCSs  -- t hat is our
Depl oynent Health Conponent -- and then also the

Prevention for Force Enhancement and Peacetinme Benefit.
When we cone honme follow ng deploynent, what type of
i1l nesses are we going to deal with, plus, the famly.

So, what the change has been is that we
are now considering all the way from accession, to
retirenment, separation, and beyond. We realize that
many of our people |eave after the first term however,
if we can develop healthy habits with regard to them
they will carry that on into their civilian life. Next
slide, please.

(Slide.)

Now, in terms of goals, we talked about
al cohol ongoing surveillance, better education and
trai ni ng. Dr. Talcott is going to talk to you about
accessibility and availability because it's really nore
germane to the Tobacco Plan. It was originally part of
the Al cohol Plan, but after considerable discussion and
review of the literature, we found that there is still
controversy in ternms of that area. We tal ked about

identification of our high risk groups, and we've
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already alluded to that in terns of the 18 to 25 year-

olds, and talking about assessing and devel oping
evi dence- based tests for action. Next slide, please.

(Slide.)

Now, subsequently, in ternms of the Al cohol
Abuse Reduction Plan, the Al cohol Abuse Reduction Plan,
the Alcohol Abuse/Tobacco Use Reduction Committee,
which Col. Talcott and I co-chair -- well, fortuitously
because we are right next door to one another in the
cubicle -- was originally established in Septenber of
'98. Dr. Talcott was the first chair, and then when |
arrived from Pearl Harbor in Novenber of '98, we mde
the decision to <co-chair, and | usually run the
meeti ngs.

We did brief the time line of our plan to
the Prevention, Safety and Health Pronotion Council in
July of last year. As you can see, the Under Secretary
of Defense for Personnel and Readi ness approved that
plan in COctober of 1999, and then subsequently we set
about to conplete a significant nunber of the goals
associated with that plan by February of this year.

We did conduct an Alcohol Abuse Policy
Reduction Sem nar here in Washington, D.C. in January
of this year. Next slide, please.

(Slide.)
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Subsequently, this is the plan, as you can
see, as we briefed to the Council. The white stars
represent those areas which we had already conpl eted by
the tinme of the briefing to the Council. The green
stars represented areas that we had to plan for and
hope to acconplish at the time we set them up. Next
slide, please

(Slide.)

Again, as you can see, according to our
time line, at the time that Under Secretary DelLeon
approved the plan, we had a significant amunt of work
to undertake. Next slide, please.

(Slide.)

And this, again, shows our long-term
range, July to October 2000. Many of these itens that
need to be addressed are wapped up in the Put
Prevention Into Practice session which we hope will be
t hrough coordination in the latter part of this year.
Next slide, please.

(Slide.)

As you can see, in ternms of our sem nar,
we had DoD, Service Secretary, Service Ofices
representatives. For the first time, we had Service
Al cohol Program Managers in the same room talking with

one anot her, shari ng what t hey wer e doi ng
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y. We had Service Personnel, we had the

Education and Training representatives, plus we had

civilian consultants to give us a broader, better based

perspective.

We had Dr. Paul Sobel (phonetic) from the

Bovie University in Mam , Florida, and we had Dr. John

Baer (phone

t he Uni ver si

great terti

each of th

tic), a very noted alcohol individual from

ty of Washi ngt on.

Qur focus was on prevention. We' ve got
ary care prograns, there's no doubt. I n
e services, if you are identified as an

al cohol abuser, you need treatnent, we can get you in.

But it's a very cost-effective, tinme-intensive program

and it does

want to t

n't reach a broad base of people. What we

al k about is a primry or universal

intervention that we could reach a broad group of

peopl e, talk about identifying a high risk group. Each

of the individual services -- this is what Dr. Sobel
addressed -- would then pick the tinme and the place to
give that primary intervention. Then once we were
| ooking at sonme of our research projects, we could
devel op targeted intervention -- and this is Dr. Baer's
area of expertise, especially in the area of

noti vati ona

(202) 234-4433

interview ng. Next slide, please.
(Slide.)
We were very successful over the course of
NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS

1323 RHODE ISLAND AVE., N.W.
WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

113

a period of approximately three days. Dr. Mazzuchi
was our keynote speaker. W were able to identify a
high risk group. W were able to review existing

service prograns for getting down to the bottom line
i ndi vidual unit, and we do an excellent job in that.
We tal ked about devel oping a nechanismto track adverse
al cohol events, and that was the decision that we
reached. Al cohol Incidents nmean different things to
different people, so we came up wth the current
adverse al cohol events, which neans based upon security
police information, an adverse al cohol event i's
identified when alcohol plays a significant role in
t hat event occurring. We tal ked about a centralized
dat abase, but all these services do a very good job in
terms of tracking these al cohol events, and why should
we reinvent the wheel; why should we put in another
redundant systen? So what is going to occur is that
the Council wll receive a report on an annual basis
based upon a conpilation of the service data.

Now, what elenents are in that data we are
still discussing, and hopefully we wll have that
resolved within the next two or three weeks. Next
slide, please.

(Slide.)

W are in the process of preparing a
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policy to address formal intervention, referral and

treat ment. We tal ked about in terms

education and training, changing the cult

of service

ural norm

Qur studies show that nore people are absent, nore

people are going -- we're trying to get

t he message

that it's okay not to drink, that alcohol is not

necessary to have fun. We have nothing against

al cohol . What we have is we are against

t he abusive

use of alcohol. We talked about reviewi ng service

policies for early intervention. W do a very good job

| argely mandated referral. I'm part of

a guidelines

commttee that's working on substance abuse for both

the DoD and the VA, and this informati

on is being

I ncorporated in both guidelines. We tal ked about
desired funding for the studies -- one, for best
practices but, nore inmportantly, studies. We tal ked
about changes in our |eadership culture. We tal ked

about wearly assessnment of sonme of our

pilot study

pr ogr ans. The Air Force has the SHARP (phonetic) and

the SHARE Program Dr. Rick Schaffer (phonetic), from

the Naval Health Center for Research in San Di ego, has

just presented to M. Carolyn Becraft (phonetic) the

results from his study done on the Marines
Next slide, please.
(Slide.)
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So here is where we stand right now. The
Council has not even seen this briefing, ot her than
Ms. Carolyn Becraft, the Assistant Secretary of the
Navy for Manpower and Reserve Affairs. You can see
t hat we have acconplished a good nunber of our goals in
our first area. We have kept the green stars for the
| ast few el enents because they are ongoi ng studi es that
we need to address. Next slide, please.

(Slide.)

And as you can see, we have conpleted a
| arge nunber of the second page. Dr. Talcott is
i nvol ved with the devel opnent of the next generation of
the worldw de survey. We've already been in contact
with our friends at CMA. W do an annual survey of all
our beneficiaries. VWile it is largely related to
custonmer satisfaction, it does address tobacco, and we
are in the process of having one or two questions
I ncorporated that address alcohol abuse so that we
could have a steady tine line of data. And, obviously,
at the bottom we are |ooking, talking to our friends at
the War College and other institutions to talk about
devel opnent of an awareness package. Next slide,
pl ease.

(Slide.)

As you can see, we've already tal ked about
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the July to October time frane. W are very nuch
interested in the Put Prevention in Practice that is
comng out that wll address a good nunber of those
itenms. Next slide, please.

(Slide.)

So, the bottom line, |adies and gentl enen,
is the fact that we want a healthy popul ation across
all the services. Leadership is a very, very inportant

role with regard to this. And Dr. Talcott doesn't |et

me tell too many stories. | just want to give you one
anecdote -- or two anecdotes.
First of all, I commanded three Mlitary

Treatment Facilities. The last time | conmanded was in
Pear| Harbor, Hawaii. | had 250 enlisted people, total
number of 500 people, 85 officers. My last 19 nonths
in comuand, we did not have one alcohol-related
incident, and that's because | made it a significant
priority with ny senior |eadership. That continued for
anot her five nonths. So, Pearl Harbor was free for
over two years of al cohol -related incidents.

The second, ny good friend, Capt. Chuck
Pierce, who is now in the Educational Departnent of the
Surface Warfare School in San Diego, was Conmander of
the U.S.S. Crom ey (phonetic). They went on a six-nonth

depl oynent . They set all sorts of records but, nost
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inmportantly, during that six-nmonth deploynment, Chuck

did not have a single alcohol-rel ated

crew had a great tinme. And I1'd like

i ncident, and his

to attribute that

to the fact that Chuck told his kids the problens that

t hey could have, the negative effects that they could

have upon thenselves in terns of their

heal t h.

And, lastly, probably in OCctober, as Dr.

Roadman was getting ready to retire

-- and if you' ve

ever |listened to Dr. Roadman - he puts up his hands --
l'"ve got it -- takes off his glasses, "Wat don't you
understand,"” and then -- 1'll calm down the |anguage --
Wayne and | were trying to wupdate him on our

acconplishments, and he said, "You got one |ousy thing

in a year, what are you doing for nme |

ately.” But then

after, of course, we had all nmlted down and our

shields had all been taken off, he

said, "Who would

have ever figured a year ago that an orthopedic surgeon

from Pearl Harbor and a behavioral p
get this far." And there's a |ot of

interest in the Council. W very much
com ng and talking to us. There is a
in terms of the AFEB working wth
Occupational Illness Commttee, and
Preventive Medicine Conmttee. Adm

the Council as a nember, so there is
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of representation. W are looking forward to working
with LtCol. Kimm and Dr. Mayo to do that and, again,
t hank you very nuch for the opportunity to share sone
work in regards to one, the Council and nunber two,
what we're doing in al cohol.

|'d be happy to entertain any questions,

but LtCol. Talcott is going to et you know what we are

doing in the area of tobacco cessation. And, of
cour se, we' ve wor ked with Wayne McBri de very
extensively. So, thank you very nuch for the
opportunity of comng and addressing the Board. Ar e

there any questions?

DR. LaFORCE: Any questions for Capt.
Mur phy?

DR. BARRETT- CONNOR: | have two questi ons.
One is, how do you do these heavy al cohol use surveys?

CAPT. MURPHY: At the present tine, we use
the -- the mpjor tool is an anonynous survey, the DoD
wor | dwi de study, and there are specific questions asked
with regard to that.

DR. BARRETT- CONNOR: But what percentage
of what units get asked questions?

CAPT. MJRPHY: It's a sanpling that's
extrapol ated across the services. It's done by the

Research Triangle Institute, Dr. Gay.
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DR. BARRETT- CONNOR: My ot her question is,

when we discussed alcohol reduction earlier, | don't

know how many years ago on this conmmttee, we talked

about the fact that alcohol was so cheap -- it was
actually cheaper in some Oficers' Clubs that |'ve been
in to drink scotch of a better quality than | can

afford to buy than to have a Coke. And it seened |ike
that was a very mxed nessage also. Has anyt hi ng
changed with regard to the pricing?

CAPT. MURPHY: Well, there is -- Assistant
Secretary of Defense Mildon (phonetic), who is, of
course, Managenent and Policy. We do have a specific
policy with regards to packaged alcohol, distilled
spirits and other fornms, and we are within 10 percent
of the conpetitive price.

DR. BARRETT- CONNOR: You mean the
nonm litary price.

CAPT.  MJRPHY: The nonmlitary price,
correct. And that policy was -- as was testified in
front of the Senate Armed Services Commttee, that
policy is going to continue.

DR. BARRETT- CONNOR: When did that start,
because there is nothing shown on this heavy
dri nking --

CAPT. MJURPHY: VWhat we are saying is that
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that -- that policy has been in effect for at |east the
| ast four or five years, that |I'm aware of. | can get
you when that policy went into effect, but you are
absolutely right. W have to develop new strategies in
terns of addressing the 20.8 percent.

DR. BARRETT- CONNOR: | don't want to be
the only person asking questions, but I don't
understand what you mean by you've kept the price
conpetitive on packaged al cohol. 1Is that what they buy
at the PX, or is that -- | mean, what is served in the
pl aces where the mlitary can buy al cohol on the base?

CAPT. MJURPHY: Everything -- beer, wne --

DR. BARRETT- CONNOR: | understand, but is
that al so conpetitively priced?

CAPT. MURPHY: Beer and wi ne are not, that
| egi sl ation has not gone forward. And according to
Assi stant Secretary Ml don, that is not going to be

addressed at the present tinme. That's his testinony in

July.

DR.  OSTROFF: Steve Ostroff. This is
clearly not an area of my expertise, but |I'm curious as
to -- | nmean, in terns of identifying the high risk

groups for intervention, you nentioned the 18 to 25
year ol ds. Clearly, within the mlitary, this is a

behavior -- drinking is a behavior that's acquired very
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early once sonebody cones into the service, and [|'m
wondering what else you' ve done to attenpt to identify
even at the time of accession who the high risk
I ndi viduals are so that you could potentially intervene
as quickly as possible.

CAPT. MJRPHY: There is a study which
tal ks about -- which neasures high school students -- |
think it was from Mchigan or other places which M ke
Beech (phonetic), the Alcohol Manager for the Navy,

di scusses, and they are already identified by the tinme

they finish high school a significant nunber -- 30 or
40 percent -- are already at high risk. So the point is
in an universal intervention which hopefully wll
gather some monmentum this will be addressed by the

i ndi vi dual services. Maybe in our discussion, we won't
manage the individual service policy in terns of doing
that, but it probably will be given in boot canp, it
will be given in our schools. Each of the services
does it a little bit differently, but it is certainly
addressed if the -- the Marine Corps does it best
because they address it at each Ievel of their

| eadership training all the way to their Command and

Staff Coll ege. I"min the process of finding out what
the Naval War Coll ege does now. ['"'m not sure what we
even do at the Captains Course. Again, the Air Force
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does a very good job in terns of addressing at their

school s. The Navy doesn't do quite as good a job in
terms of addressing it. Does that answer your
question?

DR. RUNYAN:. | have a coupl e of questions.

One is on your cost data. Does that include the cost
for famly menbers?

CAPT.  MJRPHY: Yes, but it does not
include, as you wll note, costs associated wth
sui cide or hom cide, and sonme injuries.

DR. RUNYAN: \Which would greatly increase.

CAPT. MJURPHY: Yes, m'am

DR.  RUNYAN: The ot her question | have, |
couldn't read all of the small print, but | did notice
t hat addressing the relationship of al cohol and
donmestic violence was one of the issues. Are you also
| ooking at the relationship between alcohol and child
abuse?

CAPT. MJURPHY: Yes, that certainly is one
of the elenents. As | said, we have not determ ned al
of the elenments that we're going to take from the
Security Police, but one of the suggested elenments is
child abuse, sexual abuse, famly violence, crines
agai nst property, crinmes against people. W're just in

the final negotiation stage of that. We already did
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traffic, DUs, and traffic related fatalities. The
Annal s of Enmergency Medical Study very clearly shows
significant relationship between alcohol and incidents
of domestic and spousal abuse, child abuse.

Sever al years ago, Adm Cl emens
(phonetic), who was then Conmander-in-Chief of Pacific

Fleet, sent out a nessage to the entire Pacific Fleet

tal king about incidents of sexual assault. Ni nety
percent is associated with that. So we are | ooking at
t hat .

DR. WALDMAN: Now to come back to Dr.
Barrett-Connor's point for a mnute, | thought | heard
you say in your presentation that it had been
determ ned that access and availability issues were
nore inportant to tobacco than al cohol

CAPT. MURPHY: That is correct.

DR.  WALDMAN: On what basis do you say

t hat ?

CAPT. MURPHY: The research and the
literature is still -- in terms of alcohol availability
and access, is still very controversial. There have
been --

DR. WAL DMAN: I n general. Is that in the

general population or in the mlitary popul ation?

CAPT. MJURPHY: I n general.
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hink it's fairly
say that vyou're

the base, that

there just seens to be sonme dysjunct there that, on the

one hand, it's okay to practically give it away to a

popul ation that has the potential at
on the other hand to be putting a gre

There seens to be a contradiction.

| east to abuse it,

at

enphasis on it.

CAPT. MURPHY: To follow up your question,

the question was asked of nme by M.

Becraft, are we

getting a subset of high school students. | don't

think that's the case. I don't think there's been

anyone to say that we get a specifically different

subset than the average college student. You see, our

young officers mmc their civilian

counterpart the

sanme as our young people would mmc their counterparts

who aren't going on to coll ege.

DR.  WALDMAN: I think nost would agree

that there's a problem in that particular population

even in situations where it's not being given away for

free to them So, again, to nme it

Intelligent sense.

doesn't make very

CAPT. MJRPHY: However, that's where
think |eadership plays a very inportant role. I
have -- 1 got the kids right out of course school,
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right out of field medical school, if | mke it
I mportant -- |'m not saying ny kids didn't drink, 1'm
not that naive, and maybe they just didn't get caught.

But | nmde it very clear when they canme in to
interview with the Executive Oficer and nyself, | told
them the rules, and | reinforced them | never banned
al cohol at any of our command functions, but | can tell
you over the course of the last two and a half years,
t he anount of alcohol present at any command function
was nuch | ess. And when | was the ExO at Bremmerton,
we stanped their hands for those over 21, and the Chief
nonitored them And |'m sure that the same is true in
the Marine Corps with their corporals and above, it's a
| eadership issue and | think it's an education issue,
and we need to have our senior people let them know
what the ram fications are.

DR. BERG Bill Berg, Hanpton. ["'m
puzzled why the price is being raised on spirits but
not on beer, since beer is the drug of choice. And |
understand that the literature may be conflicting about
what effect access has, but if you' re going to say that
price has little effect on it, why are you raising the
price on spirits but not on beer?

CAPT. MJURPHY: That is a political rather

than a nedical decision. The fact is that the Congress
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of the United States is not willing at the present tine
to tal k about beer and w ne.

DR. BERG Are you saying that there is
congressi onal pressure, because | renenber a few years
when sonme of the Navy ships were trying to go entirely
smoke free, there was a |lot of congressional pressure
from t he t obacco st ates t hr eat eni ng to cut
appropriations.

CAPT. MURPHY: | can tell you right now --
and | don't want to steal Dr. Talcott's thunder --
there is already been congressional nodification of our
intent to raise tobacco prices even further. And |
think the |ink between tobacco pricing and access in
terms of tobacco is much clearer, and he is behavioral
scientist and he can address the question, but |'m not
saying -- it is still controversial, there is still not
enough pressure by the Congress to be willing to adjust
the price of beer. That was discussed in terns of the
original plan, and that was taken out.

DR. LaFORCE: We probably should nove on a
little bit, but | wuld say, to answer Elizabeth's

question, the survey, the alcohol-related survey was

di scussed, | believe, at the |ast AFEB neeting, and it
Is a stratified random selecting -- it's actually
statistically -- it was very, very well done, this
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sel f-adm ni stered --

DR. BARRETT- CONNOR: | was trying to get
himto say that. | was going to say that no matter how
good your anecdotes are, the data don't Ilook Iike

anyt hing's changed.

DR. LaFORCE: The other thing is, it's
inmportant to link, | think, your activities with what
I's happening in the US., particularly with the issue
of binge drinking because that clearly, on a college
canmpus, on a high school level, or in young Anericans,
is the greatest risk to wunintentional injuries or
al cohol -related injuries, abuse, et cetera. After
comes the nore hard core alcoholic issues that are
frankly quite different. And what's been |earned --
particularly at Robert Wod Johnson Foundati on and al so
a lot of others say is there really sonme interventions
in terms of this binge drinking that appear, as you've
pointed out, to bear real fruit, not the |east of which
is the issue of |eadership and also within peers, that
it's okay not to do sonething.

CAPT. MURPHY: You're correct. And a | ast
comment, the Congress of the United States |ast year
al lotted about $14.5 mllion to study 14 conditions, of
whi ch al cohol and tobacco, anongst other diseases,

wer e. Dr. Talcott and his group, the only tobacco
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funded one which |I'm sure he'll talk about, and seven
of the 31 alcohol projects were funded. I don't know
who those researchers were or what their research is,
but it's not been rel eased.

This year Congress has gone to $25
mllion, so there is certainly intense congressional
scrutiny and interest as regards that, and we are nore
than happy to -- that decision is mde by the ASRAM
we're nmore than happy to help any researcher, supply
them with the information. The RFPs were supposed to
be by tomorrow, but | haven't seen them on the Website.

So, there certainly is interest, and we would
i ncorporate any data gleaned from the civilian sector
with regards to strategies that we mght want to
recomrend to the Council for DoD.

DR. LaFORCE: Before you begin, Col.
Tal cott, | want to introduce a new guest, LCdr. Johns,
from the Office of Enmergency Preparedness for Health
and Human Services, who is the representative of Dr.
Satcher's (phonetic) office.

Lt Col . Tal cott.

Lt COL. TALCOTT: Thank you. Let me first
begin by making some corrections for authorship sake
the Lifecycle slide you saw earlier, | did borrow

whoever created that slide actually, and edited sone of
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t he boxes, but | am not the creator of that, although
wi sh | was the creator of that.

A couple of things with the coments, |
guess the thing I want to tell all of you here, just
observing the interaction that's going on in the room

Is exactly why you need to be integrated and connected

in some way with our Council, because this is just the
kind of thing that we need in our neetings. At the
subcommittee |evel, but even on the Council, it would

be very nice to have sonebody sitting to kind of help
out with these kind of problens. | mean, that's ny
perception, sitting on the outside of the room

|'"m here today to talk to you about the
tobacco side of the Alcohol Abuse/ Tobacco Use Reduction
Committee. Next slide, please.

(Slide.)

You' ve seen the goals -- deliver a fit and
ready force, build healthy communities, and advance
policy and practice are the three that we have
determned in our charter that we'd go after, so what
you hear after this should be supporting that. Next
slide, please.

(Slide.)

Again, this is from the 1998 survey of

Heal t h- Rel at ed Behavior. These are snoking rates. And
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what you can see is we've got nice reductions from 1982
until 1995, probably largely attributable to secular
trends, probably not attributable to any specific
prograns that we've had in DoD.

From 1995 to 1998, however, we've not seen
significant reduction and, again, that's probably nore
related to what's going on nationally than it is
sonething specific to the DoD, that we're not doing
sonet hing new to encourage tobacco use or to discourage
what ever we were doing before that was reducing it, but
the concern that in the last three years not just in
the mlitary, but for those outside the mlitary that
we're not seeing continued reductions in tobacco use
even though the literature nore and nore points to the
fact that tobacco use is the single nobst preventable
cause of premature death in the country today. Next
slide, please

(Slide.)

We're henorrhaging in the DoD to the tune
of $548 mllion annually which, you know, honestly
doesn't seem to inpress too many people. | mean, it
just seens like an awful |ot of noney to ne, but you
don't get a lot of strong reaction to that.

Now, one of the criticisns of this slide

is, well, that's the whole mlitary health system so
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that's retirees, that's -- but what about those young,
heal thy active duty people who snoke, | nean, let's be
honest with them -- | mean, this is kind of the stuff
that goes on outside the briefing -- let's be honest,
you know, they're going to report to work and while
they're young they are not going to get these horrible
di seases until later. So is this sonething we really
shoul d be paying attention to? Next slide, please.

(Slide.)

A study just released. These are just the
bottom line just released at MWAR Thursday of |ast
week. It's a study that took a sanple, actually a |arge
sanple but not a random sanple, of health care
beneficiaries who were active duty personnel from
Region VI in TRICARE, and then matched them to the
stratifications we have in the mlitary, and | ooked at
smoki ng stats. And what they | ooked at were -- because
these were all young, active duty mlitary people, nen
and wonen, under the age of 36 -- that was the cutoff,
so they are young snmokers. And then they |ooked at the

differential cost of the delta between health care

cost, indirect and direct cost, to the Departnment of
Defense -- this specifically <concerning Air Force
personnel . And what they calculated, if you |ook at
t he costs of t he clinic visits, t hose
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hospitalization/clinic visits and lost tinme to snoke
breaks was about $107 mllion annually. So these are
for young, healthy snokers' differential costs, not for
ol der, chronic di seased people.

| f you turn t hat into full-time
equi val ents, in others, workforce, you could buy about
3,573 people every year for the cost that we spend for
snmoki ng, or basically you could take one of our Air
Force Bases away. That's basically, the nunber of
people we usually have on active duty to man one Air
Force Base |ike Whitenman. So even if you take out all
the chronically diseased snokers and you just |ook at
t he young healthy smokers, you still get a significant
cost delta between healthy snmokers and  healthy
nonsnokers. Next slide, please.

(Slide.)

| think one of the problens and one of the
things that | think the Council, from the very
begi nning, that 1've been excited about, is this new
appr oach, and different approach to health care
probl ens or health risk factors.

Typically, what we do, traditionally what
we have done -- if you snoke, that's okay, it's your
right to snmoke, it's not illegal. | certainly have

heard that many, many tinmes, especially when we staff
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t he Tobacco Use Reduction Plan through the DoD, how can
you tell people they can't snoke.

VWhat we have done traditionally is we just
| et them snoke until they get diseased and they cone to
a Medical Treatnment Facility, and that's when we engage
them and tell them they shouldn't have snoked in the
first place, and we treat their diseases, and we give
them their health care if they can get in to see us,
and then we send them back out to do their duty until
they get sick again from whatever chronic disease they
have. It's a high cost. And to be honest with you, if
you really think about the goal of the United States
Armed Forces, it's really to maintain a healthy force,
not to treat the force that got sick. Well, it's not
as cost-effective and it probably doesn't neet the
needs of the mlitary services. Vhat you want are
people that are healthy and ready to go all the tine,
not sick and recovering or needing care. Next slide,
pl ease.

(Slide.)

So what we are opting for is a little bit
different view with the goal not being to cure disease,
but the goal being to mintain health and function,
whi ch changes a |ot of the things that you're going to

want to do, which brings up the issues of the pricing
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of al cohol products, the pricing of tobacco products,
t he nessages we give young people when they cone into
the mlitary about the way in which they choose to live
their lives. But the goal here fromthis slide is that
di sease and health care, although very inportant, is a
very small part of the whole picture for why people
m ght choose to behave the way they do and why they may
or may not be fit and ready to go when they are being
cal | ed.

So the main thing in health and function,
what we're arguing is, a nunber of things have to be
addressed that we can't address in order to actually
deal with the problem -- for instance, the problem of
tobacco use. Next slide, please.

(Slide.)

So, basically what we are trying to do is
focus on -- and thank you for saying it's as close to a
community approach as we can conme -- we're trying to
get as close to a community approach as we possibly
can, and the questions you all are asking, what | was
fasci nated by and excited by, quite honestly, was that
they directly assumng that of course we'd use this
ki nd of an approach. O course we want to be concerned
about selling cheap alcohol if we don't want people to

use it. | nean, it just makes sense to ne, too.
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So if you think about |ike tobacco use and
you take all our TRICARE beneficiaries, what you want
to do is intervene in nmultiple |ocations. You don't
wait for themto cone into the MIF. If | want to make
this a healthy function, then | probably don't want to
wait until they come to the MIF because that al nost
assunmes there's something wong wth health and
function already by the tine they get there.

So what | want to be able to do is
intervene in the workplace, recreational facilities,
t rai ni ng. When they come for training, we have one of
the greatest opportunities in the country where young
people actually -- 19-year-olds -- actually nake the
decision to mke a shift in the way they live their
lives. | mean, actually sign on the dotted |ine saying
"I'm willing to do things very differently than [|'ve
done them before,” and they are 19 years old. So, we
teach them how to eat differently. We teach them how
to make a bed. W teach them how to fold their
underwear differently. We teach them how to march in a
straight line. Wy can't we also teach them sonething
about a healthy lifestyle, sonething about, you know,
wel |, maybe this is the way you did it when you were 18
and in high school, maybe all your friends did snoke,

maybe 80 percent of the people from your perception in

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

136

your school were snoking, but not in the mlitary. And
| don't know why we haven't taken advantage of that.
And, again, they have nultiple training opportunities
t hroughout the course of their career, so that just
shoul d be repeated nultiple tines.

And then, finally, we want to have a
multi-faceted approach. So what |I1'm going to do now is
wal k you through the plan -- | didn't get as detailed
Bob gave you the details, that's the kind of briefing
slides we introduced to the Council, but you have read-
aheads. | did not bring read-aheads, | apol ogize, but
"1l make my slides available to you if you can get
t hem el ectronically, but | do have mine in big print so
you'll be able to read them and | just highlighted the
bi g ones in the action plan.

The idea behind the whole action plan
which did not -- they all had good intentions, but
unless -- ny brief experience in the Beltway is, once
you have a specific action item that is somewhat clear
and that has a tinme line attached to it, and soneone
you have to report to, it is very difficult, with al
the other things you have to do, to put the focus on
t hose particular topics. All these things that Bob
showed you, all of our action itenms of all of our

action plans have time lines. And the idea is that the
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Project Officers, like Bob and I, have to stand up in
front of the Council and say we're late and this is why
we're late, or we're not late and this is why we're not
|l ate, which in ny experience has really increased the
interest in people working together and actually has

wor ked very well toward the conpletion of some of these

goal s.

We wanted to establish goals. | nust say,
we have admrable goals -- not very realistic, but
admrable for tobacco. Reduce access to tobacco
products was one of the things we wanted to do. We

believe that access to the product itself probably
i ncreases the likelihood you're going to snoke.
Integrate with training and education. So
anywhere we could build it in as a part of what we were
training you to do, and the nodel we used was really
pretty sinple, and that was we trained, we trained. W
assunme when you cone here that you don't know how to
| oad bombs. You don't have the technical skill to | oad
bonbs. So, the weapon system you're going to work on

if you're a bonmb |oader in an aircraft, you have to be

good at that skill, and so we give you training and
practi ce, and you have to show sone |[evel of
proficiency. And the idea is, if we do that, it's

prevention from dropping big bonbs and them bl ow ng up
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and havi ng acci dents.

So, we kind of |ooked at the person the
sane way. We |ooked at one of our soldiers as a hunman
weapon system nmuch |ike we want to do preventive
intervention on all our jet engines, we don't want jet
engines stalling out in the sky and saying, "Look, we
really wish you would have done sonething to keep it
flying." We build in routine prevention episodes for
t hat engine. Why not also for the person, and why not
In training?

So, there are things you can |earn about

yourself that mght help you project yourself through

your career in the mlitary that wll increase your
i kel i hood of being successful. And, oh, by the way,
here's what some of those are. VWhy not build that in

just like we build in the other technical skills?

W wanted to integrate for possi bl e
medi cal care. Obvi ously, you do have the opportunity
to get into the MIF, what ten-second interventions do
you do? We've adopted HCPR guidelines, the first
round, and we're about to hit the second round, |
t hi nk. Wth that, what kind of things can happen in
the medical center, and that's kind of the way we've
gone in the HCPR, and |'m sure nost of you are famliar

with that. And then provide access to cessation

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

139

prograns and products. One of the other things we were
concerned with is if I did want to quit snoking and |
didn't want to quit on nmy own, where do |I go and what
am | going to get? And kind of what we're finding is
you just flip a coin and -- | nmean, | <could get
anyt hi ng.

The good news is |ots of people are doing
snmoki ng cessation across the Departnment of Defense.
The bad news is it's really, really busy. | mean, you
m ght get hypnosis in one place. In anot her place
you're going to get a very good behavioral programwth
NRC that's right out of a manual, it's excellent. Next
slide, please

(Slide.)

So here are the goals. The goal for the
actual whole smoking plan is to reduce snoking rates by
5 percent per year. It would be a wonderful goal to
achi eve, but probably not going to happen. The reason
we settled for this goal is we wanted to inpress the
people on the Council who wanted an aggressive goal.
They'd rather fail to meet an aggressive goal than set
one so | ow

W want to reduce snoking rates by 15
percent by the year 2001, and we obviously are going to

be adopting Heal thy People 2010 goal of 12 percent. |If
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you remenber, Healthy People 2000 had two goals, one

for civilians and one for the mlitary because we were
so far behind. Now we're not so far behind. In fact,
we know right now we actually are | ower. If you match
with gender and age, we actually have |ower snoking

rates than our civilian counterparts, which is good

news. | don't know whether we can take credit for it,
but it's still good news. Next slide, please.
(Slide.)

What about reducing access to tobacco

products? These are all itens on the plan, by the way.
We want to match state and local laws for restricting

tobacco use, the |ocal standards are nore restrictive.
We've changed so that one of the things we do now is

talk to all of our comm ssaries and exchanges and ask
them what are your goals, and do they match up wth
ours, and they have to report back so we can actually
get a listing of what's the problem with this and are
we really doing it. Prohibit tobacco use in all common
areas so that we're just taking it out of places where
you m ght have one snoker. If limtation in Executive
Order 13058 -- | know you're famliar with that --
that's the President's Executive Order for tobacco
snmoking, taking it out of all DoD facilities, and

i npl enentati on of these. What we're trying to do is
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just to drive the nessage down. As you know, what
happened to that was the NWR facilities exception was
approved by Secretary of Defense which said, well, if a
commander at an installation wants to stop snoking in
all facilities, they can by saying we're going to stop.

However, if they want to allow smoking in famly
recreational facilities like bowing alleys and
what not, clubs, they can for a period of three years,
and during that three years they have to basically
install airflow rooms in the building -- you know,
t hose snmoking roons where the air is being sucked out.

So, a nunber of bases -- and | don't know
t he number -- actually have opted to do that. So they
are allowng smoking, it's going to continue for three
years fromthe time M. Cohen signed the order. At the
end of that three years, though, everybody goes snpke
free.

Pricing is back to no nore than 5 percent
bel ow the conpetitive price. Again, the good news is
that has all been approved by all our exchange people.

It's not done yet. Obvi ously, as you all know,
Congress determnes the pricing of these products, we
do not, so we have to wait on Congress. We have not
heard back from Congress. But the DoD has signed off

on it.
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Prohi bit single-serve access, single-serve
tobacco products sold by self-serve sold at the
checkout register -- | said | would make it in English
but this is the |anguage the Navy uses. What t hat
neans is you don't have tobacco with things sold in the
I mpul se |ine. So if | just got through -- if I'm
trying to quit snmoking and |I'm having to wait in this
line and 1've got tobacco all around me in single
packs, |'m nuch nore likely to grab one. So what this
requires is now they all have to be back behind the
cash register. They have to be in back so a custoner
can't actually reach and grab one. You have to ask for
it.

Di splay tobacco <cessation products to
provi de maxi mum visibility. The reason for that is we
want them to show us that where they place tobacco
cessation products, they're going to be nore likely to
be bought, nost |likely to be purchased, and that they

shoul d be below the | ocal conpetitive prices, and they

are. Actually they've reported back and you can buy
Ni corette gum and what not, its' right now below the
| ocal conpetitive price. |If you went to WAl Mart to try
to buy it, it would be cheaper onbase than it would be

of f base. Next slide, please.

(Slide.)
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Continuing to reduce access to tobacco
products. We want pronotional programs |ike working
for snoking cessation. That's been approved by our
personnel people across all four services, it's just a
matter of ranping it up and deciding -- and, again, we
cannot vouch for the regularity of what are these
prograns, what should they 1look I|ike, and we have
gotten approval by al | four service Per sonnel
Departnments that we can nove on this, and they agree
that this is sonmething we can do.

Regul ar count er-adverti sing by Publ i c
Affairs for tobacco cessation. Next slide, please.

(Slide.)

So that's reducing access. In ternms of
integrating with education and training. Wat we would
like to do is we've targeted educati onal prograns. We
have sone now. We actually have an National Institutes
of Health grant funded by NHLPI (phonetic) for basic
training for all our Air Force accessions. And what we
are trying to do is to build an intervention there
The one advantage is everybody has to quit snoking
during basic training. Al four services disallows
snmoki ng or tobacco use during basic entry training for
Airmen, and the other services' new entries. So we

t hought what a great opportunity. No. 1, everybody
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already knew they were going to do that, it's not
surprising. So they've already done the hardest thing,
they've all quit snoking. So what we've done is built
an intervention in six-week -- Air Force basic training
is six weeks | ong. We built an intervention and we've
said basically that's a prevention. Everyone is a

nonsnoker, so now what do you tell nonsnmokers who have

quit for six weeks. Sonme plan on going back and sone
don't. What do you do in an intervention to try to
hel p them keep from snoking. W did one grant with
NI H. What we found was since the policy change

resulted in about alnost an 18 percent decrease in one
year for that population of snokers, which is huge,
absol utely huge, after the policy decision.

The intervention which 1is a one-hour
Intervention initially resulted in a significant
di fference, but only for the one-hour intervention, but
it really had an effect for those snokers who canme in
saying that they didn't intend to stay quit. So if |
i ntended to go right back to it when |I got out of basic
training and | got the one-hour intervention, |I'm much
less likely to start back than if | didn't receive it.

Prohi bition of tobacco use for students
during the duty day informal mlitary training. A | ot

of the basic mlitary training targets absolutely know
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what we are trying to do. \What we are trying to do if
the policy doesn't exist but the practice does, 1is
ramping up the policy so there's sonething in witing
that says this will not happen in these settings. But
a lot of themare finding, or sone of them are finding,
are just practiced. Sonmebody decided that on their
command they did it, but there was no regul ation change
to make it that way. Next slide, please.

(Slide.)

This is the policy that the DoD intends to
be smoke free, which we do not have right now. Next
slide, please.

(Slide.)

What do we want to do in our nedical
facilities, we want to develop centralized nonitoring
of tobacco use, which we do not have, sonme way of
keeping track so if we do get reductions we can nanme
t hose. I don't know how successful we're going to be
in that.

Now, this is in the plan, but the Arnmy has
devel oped DOD- VA gui del i nes. The Vet er ans
Adm ni stration and Departnment of Defense have | oined
forces where the primary care intervention is nodeled
after the guidelines. Next slide, please.

(Slide.)
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And the fifth vital sign is mke it a

fifth vital sign. So everyone is going to be asked

about their snmoking status when they come in for a
visit.

Access to cessation prograns and products.

VWhat we are concerned about is we want to create the

climate so that people are less likely to start snoking

after basi c training since all accessi ons are
nonsnokers after basic training. We want to mmintain
t hat . But if you are a snmoker -- let's say you slip
and go back -- how do you help them to quit. So we

wanted to develop interventions for high risk groups,
like in tech schools where, believe it or not, that's
where everybody starts up again. Al nost everyone goes

to basic training, and then they go to a technical

training school where they learn a skill, whatever
their job skill is going to be, and that's where we get
huge initiation rate. About 85 percent of all the
initiation of tobacco, if it's going to occur, is going

to occur in tech training, and so that's a high risk
group and a high risk location for new intervention.

It could fall to the cessation prograns.
We've done that in a couple of ways. One thing we've
done -- and, again, | think the advantage to this

group, if you can do this, you have all four services
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with their personnel people, with their nedical people,
all sitting at the same table so we could work this
t oget her. What we did was line up all t he
installations across all four services and said, what
are doing in snmoking cessation.

We had a panel we invited Sue Curry and
Harry Lanville and a whole bunch of folks to come in
and they basically told us, these are the things you
should have in a snoking cessation program They
item zed them We went out and asked the people who
were doing it whether they were, which of these --
actually, what we said was, which of these would you
like to help with, rather than which are you doing
because if you ask which you are doing, then they ask
what are they supposed to be doing. And we identified
that actually it's really a mxed bag. Dependi ng on
where you are, you are going to get sonething very
di fferent. Some progranms have high nmobility, the
people are there and then they can TDY a |lot or TAD.
But the only program we have available is 12 weeks
long. It's a good 12-week program but not many people
can attend it. So you have a |l ow attendance rate. So
one of the things we're trying to do is to fit the job.
Where you have a high TDY group, you mght want a

shorter cessation program You mght get |ower quit
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rates, but you m ght get better access.

W just got a $2.8 nmllion from a
specially mandated funds grant, actually Harry Landon
got that at University of M nnesota. So that's going
to be a joint mlitary effort, all four services are
playing in this. Basically, we're going to select 16
facilities, two are experinmental and two are going to
be our <controls, and we're going to go in and do
community marketing for snoking cessation and doing the
assessnment up front, and then we're going to train
whoever it is that's doing snoking cessation at that
| ocati on. It's just a nodel that was designed by our
wor ki ng group. And we're going to come back to you

| ater and do sone followp, but we're also going to

provi de ongoing training to those groups. Next slide
pl ease.

(Slide.)

This is just a working group, | told you
about that. W received a grant. Wat we're trying to

do as mnmuch as possible is to join academcs and
scholars from civilian conmunities who know an awf ul
| ot about the content area, to bring themto the table
along with kind of what | see our role is as Kkind
intermedi aries, and we kind of help them begin to talk

to the mlitary. That's all | have. Questions?
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DR. LaFORCE: Yes, Steve?

DR. OSTROFF: Steve Ostroff. One question
I would have is, it seenms to nme that probably both of
you are targeting many of the sanme individuals and that
the same person who has a cigarette in one hand is
likely to have a beer in the other hand. And | qguess
you've got your strategies and he has his strategies,
but what assurance do you have that you're trying to
coordi nate your activities since you're probably
targeting a | ot of the sanme people.

CDR. TEDESCO  Good question. And what we
did actually -- we were going to have all these
separate commttees, and we realized between alcohol
and tobacco, with the exception of accessibility and
availability -- which by the way, we did have the
original plan and we got beaten up so badly for having
it in the plan, it actually was redacted -- but,
ot herwi se, they |l ook the same. Rather than have people
go to two neetings, they go to one neeting and we go
through all the itens together

DR. LaFORCE: Julian?

DR. HAYWOOD: Do you anticipate any
di fferences between the services - - appr oaches,
resi stance, culture.

Lt COL. TALCOIT: Yes, absolutely. The
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culture, the history, and the way the services have
devel oped -- you're talking about not just getting a
coupl e of physicians or a couple of nedical -- you're
trying to touch the institutions, and you have to
depend on -- and it's varied. And what happens is you
find that sone services are better prepared to do sone
of these things, just the way they are organized. I
think in the Air Force we have sone advantages, for
i nstance, because we're relatively small conpared to
the Arnmy, so we don't have the history of 200 years of
organi zational structure where in the Arny sonetines,
for themto go out to everybody is much nore conplex, a
much nore chall enging job. We're not there to point
fingers at one service or another, we are working every
goal . Qur person at the table says, well, it's much
harder for me in the Arnmy, our job is, well, who do we
need to talk to to help get this done.

DR.  HAYWOOD: I want to congratulate you
on the broad program that -- both in NMC what we've
recommended here or talking about here for the |ast
t hree years. I'"d like to also point out one exanple,
for instance, how the Navy prompotes snoking by giving
smoke breaks to shipmates aboard ship, but not to the
nonsnokers, which is a typical exanple of difference in

cul ture.
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DR.  RUNYAN: Along those sanme kinds of

lines, |I'm just curious, are there possibilities of
restricting advertising or vending machi ne access that
m ght not draw the attention of Congress in the sane
way that pricing does.

Lt COL. TALCOTT: Vendi ng machines |'m not
sure about, but | don't believe we have -- | don't know
If there is policy or if that's in our plan. That's an
excel | ent question.

DR.  RUNYAN: About whet her advertising of
al cohol and tobacco products is --

CAPT. MJURPHY: To answer your question,
there are specific guidelines regarding comerci al
sponsorship by al cohol and tobacco, and all the
services are in conpliance with that. In Pearl Harbor,
they had a Hydro-Fest, which is the hydroplane, and in
1998, RIJR, Smokin' Joe was entered -- in 1998, ny | ast
tour there, all tobacco sponsorship was w thdrawn.
Snokin' Joe did not race. We never heard Peter Coors
and Augustus Busch, 11l and IV, talk about how they
cooperated with Adm Nelson in terns of that, so they
certainly are working. And Peter Coors' nessage was
very clear. On the nessage he said, wait until you are
21. So they are certainly working with us on that.

DR. RUNYAN: It might be interesting to do
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a cost-analysis in that domain.

DR. WALDMAN: Do you have dose line rates
for snmokel ess tobacco products? You show those
I npressive declines in snmoking, and you had a target, a
goal for snokel ess, but you didn't --

Lt COL. TALCOIT: Smokeless is a huge
probl em

DR. LaFORCE: W need to nove on. Do you
have one nore?

DR. WALDMAN: | just want to know, when
you talk about conpetitive pricing, because there's a
|l ot of tax burden on these products, obviously. Are
you tal king about the cost to the consumner?

Lt COL. TALCOTT: The cost to the consuner.

DR. LaFORCE: Thank you. the next item on
the Board's agenda is a question posed to the Board on
t he Ergonomics Action Plan, and it was a question that
specifically came up from Curtis Bowing, the Assistant
Under Secretary of Defense, that said specifically, and
| quote: "We need the AFEB to answer the follow ng
questi ons: (1) What does the AFEB recomrend for
determ ning the relative contribution of ergonomcs to
the developnent of back pain and carpel t unnel
syndronme? (2) Can this be extrapol ated DoD-wi de for the

cost-benefit nmodel, and how? (3) Does the AFEB have
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any recomendations for the DoD Ergonom cs Working
Group Action Plan for installation-level and DoD- w de
ergononmi ¢ program devel opnment? (4) Wat neasures of
merits should |ocal economc, ergonomc and service-
| evel prograns in DoD establish?"

To initiate this the presentation from
Lt Col . Lopez, a physical therapist, Chair of the DoD
Er gonom cs Wor ki ng Group.

Lt COL. LOPEZ: Thank vyou. | appreciate
the opportunity to conme and address this group.
Ergonomcs is a developing area in the Departnent of
Def ense, and we really value your feedback and your
suggestions for us so we can develop this program the
right way. Next slide, please.

(Slide.)

OQur working group has been established
since 1994. If you remenmber, in the early '90s there
was a lot of talk from OSHA about establishing an
ergonom ¢ standard. Now it's 2000 and they still talk
about it from OSHA, but we recognized as we started
| ooking among the services that there was a |ot of
duplication of effort, so we decided to pull together
and maxim ze our resources.

We have nmenbers from all of the mgjor

services -- Arny, Air Force, Navy, Mrines -- as well
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as the smaller agencies -- DISA DFAS, DECA. We have

GSA, we also have OSHA and NI OSH part

icipating in our

wor ki ng group, and it's a very healthy working group.

W have a fair representation f

rom physicians,

t herapi sts, safety professionals, personnel specialists

and ot her organi zations.

W are trying to attack

ergonom cs from

all directions, and | will address each one of these as

we go through the presentation. Next slide, please.

(Slide.)

From the top down. W are the only

organization in the United States that has a firm

ergononi cs policy. The Departnent of

Ms. Goodman's office, did sign out

Def ense, out of

a policy, DODI

6055. 1. DoD the only federal organization that has
a firm ergonomcs policy. It's stronger than the
proposed OSHA standard. It's stronger than the
California regul ation. It requires every installation

to have an ergonom cs policy.
The Navy has an ergo
NAVOSH st andard, the Arny has a policy

be signed within the next few nonths.

policy in their
letter that wll

The Air Force

has a Surgeon General policy nmenorandum and | also

menti oned the OSHA proposed standard.

DOD policies are nore proactive and

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

In general, the

protective than

www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

155

because we have set elenments at all installations that
we are requiring. Next slide, please.

(Slide.)

From the top down, the thing that 1is
getting conmanders' attention is data. We' ve worked

very hard with the DMSS systens and the I1CUC, (Civilian

Injury/lllness Conpensation System), to get sonme good
solid nunbers. W selected ICD-9 codes which are
commonly associated with ergonomcs as well as the

Department of Labor Nature of Injury Codes, and those
are included in your handout.

We found when we | ooked at the DMSS data
that for the mlitary these codes represented at 20
percent of the clinic visits and 49 percent of the
limted duty dispositions, and that's significant in
that this nunber doesn't even represent the nunber of
days that are |ost. The limted duty disposition data
only nmeans the that patient left the clinic with a
limted duty disposition, so the nunber is probably
even nore significant.

From the civilian side, we picked nine
Nature of Injury codes out of a total of 74 which are
typically related to ergonomcs. Those represented 50
percent of the claims, 50 percent of the costs, for a

total of $275 mllion in nmedical and in conpensation
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costs in fiscal year '99.

We are working hard to get the raw data
out of the Departnment of Labor data and transfer it
into the DOEHRS system so that we can |ook closer at
that information. So, again, our primary problemis the
causal link and 1'll talk about that in just a mnute.

Next slide, please.

(Slide.)
We do have sone results. Now, one of the
problems | always have when | talk to commanders is

that we don't have a |ot success stories in DoD
ergonom c prograns. The programis too new. There's a
GAO report that came out -- and I'll pass this around
for your information -- that did show that you can have
significant results from ergonom c prograns.

We are |ooking at cost benefit analyses,

which is one of our nmajor issues, and that's what |I'm
comng to the Board about. We do have a prelimnary
anal ysis looking at just injuries for the Arny. The

Navy has a corporate ergonomcs program which is
| ooking at base-level results. The Air Force is
| ooking at activity-based <costing, and then we're
trying to pull together a DoD cost benefit nodel. Next
slide, please.
(Slide.)
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The nodel inputs deal with the task, too
and equi pment information. We're going to categorize
the thing that they're doing in terns of material
handl i ng, office, or some other kind of risk category
as well as get information about the frequency and
exposure both in terms of the task frequency and the
duration during the day that they' re actually doing
this thing or working with that piece of equipnent.
And we're also collecting production infornmation.

Denographic information. Also falls

within this input, we want to get an idea of the

occupational classification. For exanple, if you have
soldiers at a high risk -- infantry is actually a very
high risk MOS -- they would actually have a greater

ri sk as you wal k through that nodel.

Gender . We know that wonmen have a great
ri sk of nuscul oskeletal injuries than nmen do. Age and
rank. The |ower ranks are wusually at a higher risk
because they are doing nore of the material-handling
activities.

We al so want information about the service
command because those injury rates can vary by service
command | ocati on.

On the health outcone side, we want to

| ook at severity and probability and the body parts
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affected in this nodel. Next slide, please.
(Slide.)
|"ve already tal ked about the diagnoses.

We did select several 1CD-9 codes, Departnment of Labor
Nature of Injury codes and VASRD codes. When | talk
to audiences and we talk about the cost benefit node
and the inpact, there's always a question that's raised
about who is, responsible, the line versus the nedica
conmuni ty. As | have gone through the funding process
and submtted requests to our nedical folKks. They are
al ways telling e, "Wl |, that's a line
responsibility", and the same with the line, they say
that they view ergonomcs as a nedical responsibility
because it crosses both accounts. So this nodel is
designed to identify the line-related costs and the
medically related costs. One thing | didn't nention as
| started out talking about this cost benefit nodel is
that ergonomcs is the only profession or elenent in
the health care field that actually has a production
I npact . And a lot of ny working group is saying that
it's probably better to include talk about the

production-related effect than the health care effect.

For exanple, if | go into a work area and | reengi neer
a process, | can make that process nore productive, |
can make the reject rate go down, | can make the
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quality of the work better with the side benefit that

you see injury rates decrease.

So this is what that nodel is trying to
bal ance, both the health outcones and the production-
rel ated benefit.

We're |ooking at several health-related
costs: the disability cost in ternms of payments and in
| ost productivity as you see on that handout. Heal t h
care cost includes hospitalization and clinic visits,
but our primary issue as Curtis Bowing referred to in
the nmenmorandum is to determine the ergonom c-rel ated
portion of those health costs. As | said, | can pick
out the ICD-9 codes that are specifically related to
ergonom cs, but we all know that there are other things
t hat can cause those conditions, li ke physical
training; sports-related injuries; snoking can also be

a risk factor; predisposition; as well as the ergononic

pi ece of it. So we want to have a nodel that w

stand up to scrutiny. | need to be able to say ny
piece of these costs are related to ergonom cs. We
have several options, | think, to look that, for

example, selective sanpling or sone other kind of
surveys. And I'Il show you one thing that we've been
using in just a second. But this is ny big question:

How can we identify the nunber of work-related

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

160

conditions? Next slide, please.
(Slide.)
On the cost benefit nodel, on the post-

intervention side, we are looking at residual risk

because we know that we can't solve all of the
pr obl ens. W won't be able to elimnate all of the
costs. So we're considering residual risks, in terns

of severity and probability. And then the production,

chain, as | was tal king about. The production effects
are very inportant. Can we do it faster, and then the
total cost of that thing that we did. Next slide,
pl ease.

(Slide.)

| know you'll have questions about the

cost benefit npodel as we get to the question and answer
time, but let me go on through our action plan and
things that we're doing. Mst of our prograns are in
the early startup stage and that's okay, actually,
because it's a slowgrowh process. If we take a
policy and we work it down in installations, there wll
be a effect, and then once you take the pressure off,
they'Il stop doing it. So a slowgrowth process is
okay, as we're building support for the case that
ergonom c desi gn, wor k-rel at ed injuries, are

significant problems for the Department of Defense.
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Qur primary problem when we talk to the installations
is the staffing and resources, and we've found

repeatedly that all of our policies nmust be acconpani ed

by tools. W thout the tools, the policies will never
get carried out, and you will only end up with very
frustrated custoners. We've worked very hard to
devel op many products. We have tenplates, we've

collected data, we've had success stories, we have
techni cal guides, we have program nanagenent guides, a

| ot of flow charts.

This is one instrunent t hat I was
wondering if It would have any value towards
det erm ni ng work-rel at edness. This is a fornula that

was devel oped by the Air Force which DoD turned into a
bubble form that |ooked at the risk factors for the
devel opnent of muscul o- skel et al condi tions I n
connection with work design. It is being studied in
several research studies and is formng up very well as
a good predictor of those people who will be injured
especially with the back scale. So, again, we're
getting sonme good validation of it.

The DOEHRS system is another tool that
we're wor ki ng. W have a Level 1 guide which
stream ines the ergonom c assessnment process. Agai n,

one of the things we really have to look at is the
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personnel available to conduct the assessnent. We
believe this is a successful tool which will allow a
technician or other person to go in and assess a work
area in a fraction of the ampunt of tinme than it would
take another person to go in and do the eval uation.
We've printed a spinoff of the VDT program which is a
European community requirenment t hat every single
Eur opean National enployed by the Departnment of Defense
have a one-on-one workstation assessnent. And when
Americans particularly started |ooking at the cost of
that which would be $75-100 for an ergonom st to cone
and sit at these workstations, the costs were
prohi bitive. So we devel oped this expert system this
VDT assessnent system which we could have technicians
do and they could do the assessnent in about 10-15
mnutes with a little bit of practice so there was a
significant cost-savings and again it addressed sone of
the critical issues from the field. And we have
devel oped the ergonomic risk assessnments which right
now based on safety graphs but we're trying to nove
into the health-based graphs with threshol ds. But as
you know, it's very, very difficult to set specific
threshol ds for nuscul oskel etal conditions.

It's just like with cigarette snoking, how

many cigarettes do you snoke before you develop | ung
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cancer? How nmany tines do you have to nove your wists
before you devel op carpal tunnel syndronme? Eventually
you will develop it, but you just don't know how many.
So the thresholds that we're |ooking are based on the
NI OSH ri sk equations and the recent ACTIH TLV for hand
activity. Hopefully, we wll be able to nove it into
that health based graph. W are looking at the
depl oyed environnment because repeatedly we're finding
t hat muscul oskel et al condi tions in the depl oyed
environnent is one of the nost significant problens
t hat people have. And it doesn't take a genius to see
this. If you have a soldier with full gear on, the
hel met, the protective gear, the flak jacket, having to
fill sandbags wth a trenching tool and stacking
sandbags up to a certain height before he's permtted
to take off his equipnent, you know why you're having
peopl e have back injuries and shoul der problenms. A |ot
of the activities and equi pnment that are given to folks
in deployed environments are causing the injuries that
we see. Next slide, please.
(Slide.)
In the hazard prevention and control, we
talk a lot about the Iowcost solution and the
adm ni strative solution because we found that if you

re-engi neer a process and the tasks included, you can
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significantly reduce risk wthout having to purchase
speci al equi pnent and those high-priced things that
nost of the people are worried about with ergonom cs.

On the health care nmanagenent side, we are
wor ki ng on the clinical practice guidelines initiative.
In particular we've worked on the Ilow back pain
clinical practice guideline, and we included the risk
managenment process. The problem we've had in the past
is that there's been a disconnect between clinical
managenent and addressing the causative factors for
back injury carpal tunnel syndrome and cases |like that.

So the best nedical nmanagenent is not going to be as
effective if that soldier goes back to the same work
envi ronnent that caused the problemin the first place.

So with our involvenment in the <clinical practice
guidelines, we are included in the process with the
wor k-rel ated ergonom c evaluation are | think that's a
significant step. We are starting to get into the
wor k-rel ated nuscul oskel etal practice guidelines and
that should start in the fall. And that wll | ook at
ot her nuscul oskel etal conditions in the risk nmanagenent
process. The tools that the practice guidelines have
devel oped are very inportant and, again, it includes
sonme very basic self-mnagenent solutions for those

patients. Next slide, please.
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(Slide.)

Education and training. W have devel oped
a 40-hour course and trained a heck of a lot of
personnel, and we're noving into a Wb-based training
so that we can get that nmessage to the field in a nore
effective way. We have worker/supervisor materials
i ncludi ng posters, fact sheets, information, general
awar eness and special training progranms out there. One
of the nost significant things we are doing in terns of
training IS est abl i shi ng a concentration I n
occupational ergonimcs in the USUHS MPH. This will
start in the Summer of 2001, and we see that as an
inportant initiative because it wll help change the
staff mx in the field. Next slide, please.

(Slide.)

In ternms of acquisition, our inmmediate
issue with acquisition is bottom |line purchaser. We
have a | ot of supervisors in the field at installations
who have | MPAC card purchasing personnel and they can
go out and buy furniture and equi pnrent and things that
t hey see advertised that will solve all their ergonomc
probl ems. But we've found repeatedly that they buy the
wrong furniture, they buy the wong kind of keyboards,
t hey have expensive retrofit, they buy equipnent that

is too heavy. So one of our big issues is informng
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those credit cards how to nake educat ed

in terms of

pur chases. UNICOR is a particular problem because we
are all under the UNICOR restriction
chairs. We recently published a fact

chairs. The pr

chair that they call

oblem with UNICOR is that

sheet on UN COR

t hey have one

Cl assic ERGO Chair, and we have

supervisors who say | need an ergonomc chair, and

they'll go out

and |l ook at the UNI COR Ii

st and they'l

just kind of go with the faith, you know, purchase that

one, whereas UNICOR has a better <chair called the

Legacy Series that will give him better

results. So,

we're trying to inform our consuners on purchasing.

But the |[|arger

have in terns

issue, the nore significant issue we

of acquisition is getting into the

acqui sition cycle. Ergonom c injury prevention really

needs to be at
because we've

com ng out that

For exanple, we

ground zero in the acquisition cycle

repeatedly seen systens

and equi pnent

are obviously injury-positive things.

They took a basic litter and added all

tech materi al

mni-1CU for

to it. They nmade it,

cardiac nonitoring.

recently evaluated the LSTAT litter.

of this high-
essentially, a

Wel I, t hey' ve

i ncreased the weight of the litter up to 175 pounds.

Now, if you take a fifth-percentile femal e and put that

person on the

(202) 234-4433

litter, you mght have a four-man team
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who could lift that. But if you put a 95th-percentile

male on that litter, that weight could only be lifted
by the top fifth-percentile strength mal e popul ati on.

So we know this very expensive piece of
equi pmrent will probably be sitting on the ground
sonepl ace. It looks nice but it's really not a
functional piece of equipnment because it's just too
heavy. We also have the MLES gear which is one of
our best success stories. It's a special |aser-tag
system and it has conputerized readouts, a GPS system
it has battery packs on it. The problem is that it's
unbal anced.

The battery packs hit you in the |eg. I n
fact, the conputer readout flips up sonetinmes and wll
hit them in the face and chip teeth. It's a big
probl em This is a $25,000 piece of equipment. We' ve
had soldiers we're told who wade through the swanp and
get the batteries wet so the thing shorts out and they
have an excuse to take it off. Now, that's not a
functional piece of equipnment. And I'm sure you've al
had exanples like this. But we really need to | ook at
how we're positioned in the acquisition cycle. Next
slide, please

(Slide.)

Resear ch. We're really looking at a | ot
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of research projects to translate these kinds of
ef fects. That's our nunber one priority. We have to
translate every single research project into practice
and to get that information down to the field |evel.
W have a |ot of partnership projects going on,
including a back injury prediction study. "Il pass
around the results of that. In essence, |ooking at
risk factors for back injury in high-risk job series.
And the nice thing about this is that it i's
mul tifactorial . It looks not only at ergonom cs but
al so |l ooks at physical fitness and training, it |ooks
at the stress and psychol ogical conmponent of it, and
tries to balance that. The result was a very brief
ergo schenme on the very back page of this handout you
can see that there's a spreadsheet that unit conmanders
can use to help prevent infinite nunbers of back
i njuries. This study was concluded so we have not
depl oyed this yet and that's another. Another question
I have wth my action plan is if you have any
recomendations for distribution channels of better
ways to enploy our information down to the field, |
woul d greatly appreciate it.

W have a denonstration project down at
Fort Bragg because the wunit commanders have always

said, all of these studies like the GAO report, is
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great for the civilian world, but it doesn't nean
anything for the mlitary, so the denonstration project
is looking at the effect of integrating an ergonom cs
program for the active duty unit. And those results
are very pronising because, again, we've done very | ow
cost basic changes. For exanple, we |ooked at a
parachute shop, and one of the things we changed was
the lighting so the soldiers could see their work
better and they didn't have to bend over all the tine
to look at it. The color of the thread changed, the
basting thread, so that they could see it better. The
hei ght of the table. Very, very basic changes that the
post engineers were able to fix with a fraction of the
cost and it has had significant results.

The secondary prevention predictor study
iIs a feedback from the |ow back pain clinical practice
gui deline in that when a patient comes into the clinic,
if that provider can identify which patient is at
greater risk for long-termdisability, we can intervene
at an earlier point and prevent long-term disability.
Again, it's to get them back to physical therapy
sooner, to get them back to work sooner and to talk
about stress mnagenent earlier. And | think we've
seen a significant reduction in long-term disability.

Again it's to get them back to physical therapy sooner,
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to get them back to work sooner and to talk about
stress managenent earlier. And | think we've seen a
significant reduction in long-termdisability.

Hand and power tool replacenent is a study
| ooking at the effects of replacing tools as a way of
reduction in injury. Tel e-ergonom cs, is |ooking at
the nost effective way of having a soldier in an
exi sting environment do an assessnent of an ergonomc
problem and sending the results back to a central
| ocati on. The inportance of this is that we can use
those sanme tools in the deployed environnent. We're
Identifying the best assessnments and technol ogi es that
we can use in the deployed environnent. And then again
the cost benefit nodels have cost savings. Next slide,
pl ease.

(Slide.)

CQur strat egy has been to | ever age
resources as nuch as possible and to partner with every
organi zation we possibly can. We've partnered wth
Nl OSH OSHA as well as our sister services | think we
are positioning ourselves fairly well in terms of the
policymaking side of it here. For the first time we're
invited to participate in OSHA policymking activities,
as well as the NSA study. But our main thing is to

devel op install ation pr ogr ans, to get t hat
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institutionalized so that we do have the culture change
so it's not always that tougher is better.

Now |I'm not saying that tough isn't good
because a certain |evel of challenge is appropriate for
units. It builds norale. But we really need to | ook
at culture change for long-terminjury prevention.

|"mreally sorry about the rotten startup
| had with the speaker. I'"m sure you have questions
for ne. I'"m sure |I've m ssed sonething, so please ask
me if you have any questions.

DR. LaFORCE: This is an excellent
presentation.

(Si mul t aneous di scussion.)

And it follows presentations that we've
had over the last two AFEB neetings in terms of the
ergonom cs, and also |I'm particularly inpressed wth
t he cost-benefit general nodel. And this is where you
want feedback from the AFEB? That's our nunber one
task, is that not right?

Lt COL. LOPEZ: Yes, sir.

DR. LaFORCE: Stan, would you want to nmke

any comments? You represented the Board at the recent

ergononmi cs nmeeting they had. | think it was in April.
DR, MJSI C: I think this presentation
really summarizes it well. The fundanmental problemis
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t hat we've got preventable injuries, and how do we get
to maxi mze the preventability. Cul ture change seens
to be the nobst inmportant thing because of the attitude
of people who think that macho is good and you get no
gain without pain. And, in fact, what you want is the
opposite, and this came out in the conference. You
want no pain is gain, and you want ergonomcs to be
perceived as macho and not as wussy. So you need a
cul ture change. And now technol ogy, as we just heard,
Is getting in the way wth 175-pound Ilitters and
hel mets that push your head in the wong place so you
can't run and see and shoot the way you're supposed to.

And the other problem that was partially
al luded to is that the nmedical records are not designed
so that you can easily get information or data that are
readily useful for ergonom c application. So they are
| ooking for guidance, and | nust admt, it's a very
conplex issue, and | think part of the reason that
NI OSH or OSHA have been so long in devel opi ng sonet hing
definitive is that we have yet to arrive at the place
wher e anybody has anything definitive. But we've got to
put sone common sense into this, and maybe we can make
a contribution.

DR. LaFORCE: Common sense, |'m going to

defi ne t hat in terns of t he Envi r onnent al and
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Occupati onal Health Subcommittee that's going to
westle with this with input, | think, from Health
Prevention and Maintenance. But | do think that this

Is an inportant issue and particularly when | hear the
story of $25,000-piece of equipnment being soaked so it
can short so that they can get rid of it and avoid
getting their teeth chipped. | would say that soldiers
al ways find a way --

DR. BARRETT- CONNOR: It is creative, you
have to admt.

DR. LaFORCE: It is «creative, that's
right. That's what | said, soldiers always find a way.

DR. MJSI C: There are also stories of a
$25, 000- pi ece of equipnent that was not bought for a
repetitive somnething. It was for fixing an engine
part, and they were all doing it manually, and as you
wat ched this from a distance and over tine, they would
have saved the $25,000 many tines over if they just
bought it right up front and not had the injuries that
resulted fromtrying to do it by hand.

DR. LaFORCE: | was also intrigued by the
fact that apparently the European mlitary forces that
contract out this work apparently have managed to find
the funds to be able to ergonomcally evaluate how

t hese things are done. I'm trying to figure out how
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t hey do that and we can't.

Lt COL. LOPEZ: It's a different culture
system

COL. GRAHAM Perhaps | mght help. I n
the Mnistry of Defense, the ergonom c characteristics
of our workstations are assessed by a self-adm nistered
questionnaire. Obvi ously, the incentive to say there
Is sonething wong, you just say no, it's fine, that
the wire | trip over when | get up is not inportant.
W  neet the legislative requirenments but don't
necessarily honor the spirit of the |aw.

COL. DINIEGA: | have a few coments. You
know | wrestled with the ergonomic issue, and we tal ked
about what the question should be to the Board, et

cetera, et cetera, and there are several areas that are

very difficult, I think, in this arena. One is how do
you sort out very easily from the overall injury issue
ergonomcally related injuries. | nmean, it's very hard

to find a specific I1CD-9 easily. So how do you do
t hat ?

And then the other part of it is, as we
all know in the mlitary, occupational health for a
|l ong tinme had a doubl e-standard of application. One was
that in the initial years occupational health prograns,

t he OSHA prograns, were primarily aimed at our civilian
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popul ati on and workers, and very little was addressed
on the active duty side. Well, that's changed now.  But
I think on the ergonomc side, it's still sort of a you

say ergonom cs and things, and people think of civilian
wor kers rather than the mlitary workers.

And then a third area that | think is
confusing is in the research and devel opnent arena.
There is an office that |[|ooks at the hazards
associated with any new weapon system or w dget out
there, and I'm not so sure if ergonom cs eval uation has

been a routine incorporation for that part of the

eval uati on. But | think the biggest problemis how do
you sort out what 1is truly ergonomcally related
Injury.

And then another comment | have is that in

my 20-sonme years in the mlitary, nobody has ever
eval uated nmy workstation.

DR. RUNYAN: Carol Runyan. It seems |ike
anot her element that |'m sort of picking up on but not
sure I'm hearing fully devel oped is the appropri ateness
of bringing sone behavioral science understanding to
the issue as well because it sounds like the cultura
norm i ssues and the adoption of these innovations is a
stunbling block. And | haven't heard very nuch -- and

maybe you <could help nme understand -- how those
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el ements  of understanding are being brought to
devel opi ng the plan and eval uating the inplenmentation.

Lt COL. LOPEZ: You're right. It's
behavi oral because you want in sone ways a behavioral
change or a m ndset change or an anticipation change.
We have psychol ogists involved with our conmttee, but
in terns of actually being useful in the field, we're
tal king nore about marketing than behavioral science
because we're talking about what our customers
under stand and what our target audience will understand
and the best way to get that nmessage across. | hope
t hat answers your question.

DR. LaFORCE: Let's break for lunch. It's
now al nost 12:15. | propose we break for one hour and
reconvene pronptly, please, at 1315, and we'll begin
t hen. We' ve got enough give this afternoon that we'll
pick up the 15 m nutes this afternoon

COL. DI NI EGA: I'd like to encourage all
of those interested in the ergonomcs and the injury
issue to stick around for the subcommttee because ny
guess is they'll need all the help they can get.

(Wher eupon, at 12:15 p.m, the lunch

recess was taken.)

AFTERNOON SESSI ON
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(1:15 p.m)

DR. LaFORCE: If | could call the group to
order, we wll begin this afternoon's tasks. The
afternoon sessions will rotate around and through two
questions that are being posed to the AFEB. The first
Is the issue of antibiotics and biologic warfare threat
agents, and the presentation will be given by RADM
Cli nton.

For those of you who don't know, RADM
Clinton is in the Health Care Operations Policy wthin
DoD Heal th Affairs.

RADM  CLI NTON: Thank you. It's great to
be here today and have an opportunity to neet this
group agai n. | had been in Health Affairs sonme years
ago and enjoyed it greatly. We were struggling with
I ssues of HIV and we were also struggling with sonme of
t he al cohol and tobacco issues. It's interesting to
see what has been done despite some of the statistics
that continue to really be challenging to us.

|"ve been with the Health Affairs Office
now about three nonths. Obvi ously, for anyone who is

reading The Washington Post and mlitary newspapers,

the issue of the anthrax vaccine has been probably the
nunmber one operational nedicine issue for sometine and,

to sonme extent perhaps, has taken off the table sonme of
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the other discussions we need to have, and it was for
this reason we wanted to raise with you the whole issue
of anti biotic use.

Bi ol ogi cal weapons and a conpletely
different set of issues, chem cal weapons, continue to
take a great deal of DoD s bionedical discussions tine.
Hardly a week has gone by since |'ve been here in
three nonths that there isn't another neeting about
bi odefense in sone way -- national security issues,
research issues, where do we invest the next dollar.

Most recently, those of you from the
Washi ngton area know that we had this major national
exercise, required by the Congress, funded in part by
the Congress, managed predom nantly by Departnent of
Justice and FEMA, but DHHS had a very active role in
it, and it was to respond to this new -- they are not
new -- both chem cal, radiological, and certainly the
bi oweapons.

The bi oweapon that was used in this topoff
exercise was in Denver, Colorado, where | first heard
in our own Operations Roomthat it was anthrax, and was
greatly disappointed because anthrax, because of the
need for vaccine, gave nme double heartburn than one of
the others. Vell, we certainly |earned very quickly,

in consultation wth CDC colleagues, that it was
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pl ague. And it may be that that's an exanple of what

we're faced with.

From our perspective, what we do is
popul ati on-based nedicine. I ndeed, wth people who
have pl ague or we are pre-treating t hem
prophyl actically against plague, we are having to make
decisions for a group of people and, therefore, we are

expected to be in conpliance with all FDA regul ations

about what drugs you use, what is on label, and are
presented wth extraordinarily conplex |egal and
procedural issues if we are talking about an |[IND

arrangenent or anything that gets into that general
real m

Cbvi ousl y, we were appr oached about
antibiotic use, but there's a national stockpile that's
mai nt ai ned by CDC, so those of us in the nedical world
got that routed and we did what we needed to do wth
regard to Denver. But if you open any of the books
and you see that some of the preferred drugs in the
managenent of plague cases -- and we were talking about
hundreds and hundreds and hundreds of plague cases by
the latter part of the exercise -- they tal ked about
streptomycin and gentanycin, as well as others. I
doubt t hat there are very many stockpiles of

streptomycin and this presents its own set of problens,
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and therein lies the issue that we want to raise wth
you -- the use of antibiotics in a popul ation-based
program which is certainly what DoD is faced with, and
my guess is that CDC, because it maintains the national
stockpile and would be responding to a popul ati on-based

I ssue, mght have to struggle a bit nore with the off-

| abel use increasingly. W'Ill hear about that.

We have cost I ssues, obvi ousl vy, I n
pretreating anyone with doxycycline. We have an easy
cost issue. If it's ciprofloxacin, we have another

cost issue. So we need you, as we've indicated in the
letter, to |look at the use of mcrobials and bacterial
and rickettsial diseases that are on the Threat List,
and we appreciate your help with the previous work on
t hat al one. \What are the drugs? What are the clinical
Issues in the managenent of the disease when it
presents? What are the clinical issues that we need to
think through in the indications where we're using them
in a pretreatnment standpoint, Ilike putting all the
folks in the Denver area prophylactically on an
antibiotic for a period of time? W need it in the
post-treatment period of something |ike anthrax.

Unlike the traditional warfare weapons, these m ght be
used against a population that is not just of mlitary

age, but could include dependents -- so we would have
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gender specificity -- and mght include older and
younger people either as our dependents because it's to
a whole community of people, not just on a mlitary
battlefield, and | would imagine that CDC is going to
be greatly nore engaged in that same issue, and we
wel come their consultation in that also.

The FDA then. What's on the [|abel and
what's not on the [abel does nmake a difference. Ve
need to know that in advance and try to work our way
t hrough whatever needs to be done, subject to your
recommendati ons on that.

So, in summary then, while there have been
a nunmber of work groups that have |ooked at the issue
of antibiotics, and there are good tables, good
articles in JAMA, good articles that conme from this
institution and others about how one nanages it, |
think we need the AFEB position and the issues
identified then that go across the spectrum of
popul ati on-based nedicine health focusing which drug
under which indication, gender and age-specific, what
about the FDA restrictions on this or that, what are
the general cost issues. And we | ook forward to your
very hel pful advice. Thank you.

DR. LaFORCE: Thank you, Adm r al

Questions for Adm Clinton before we go on?
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(No response.)

| f not , the next speaker is LtCol
Chri stopher, who is, | believe, is from USAMRI ID and is
the primary coordinator for BWactivities here.

COL. DI NI EGA: Before Col. Christopher
talks, | passed out to the Board mnmenbers and the
Preventive Medicine Liaison Officers, an FM on BW
managenent . That is a final draft, and we'd like to
keep the circulation |imted. Il think, if 1'"m not
m st aken, George, that's going to be published this
sunmer ?

Lt COL. CHRI STOPHER: Thi s has a
publication date of 17 July.

COL. DI NI EGA: Okay. So if we can keep
that to limted circulation until then, |'d appreciate
it.

COL. EI TZEN: Ben, could | just coment?
If it wasn't for Col. Christopher, that docunment would
have never been witten. He has been the driver behind
that. We all owe hima great round of thanks.

(Appl ause.)

COL. DI NI EGA: And | fully concur wth
t hat because | renenmber talking to George about four
years ago about how we needed this and we needed to

turn the blue book into sonmething official, and he made
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it happen.

Lt COL. CHRI STOPHER: Thank you. Good
af t ernoon. l'"d like to thank Col. Diniega and Dr.
LaForce for the opportunity to join you this afternoon
to discuss the role of antibiotics and nedical
bi ol ogi cal warfare counternmeasures to be used as either
prophyl axis or therapy. Next slide, please.

(Slide.)

Essentially, the key requirenment is that

these antibiotics be clinically effective as either

prophyl axis or therapy in a biological war f ar e
scenari o. There are certain considerations that we
need to address up front. One is that the severity of

a di sease following a biological warfare delivery m ght
be nmore severe than the naturally occurring disease.
For exanple, nost of the biological warfare threat
agents are zoonotic pathogens which cause human di sease
after cut aneous or per cut aneous vect or - bor ne
transm ssion. Exanples: plague, tularem a, anthrax.
Now, the naturally occurring disease then
m ght result froma relatively small inoculation in the
skin, while on the battlefield the disease would follow
the inhalation of a large inoculum So the disease
seen on the battlefield then m ght be nore severe than

the naturally occurring endemc disease: inhalation
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ant hr ax rat her t han cut aneous ant hr ax, primary
pneunoni ¢ plague as opposed to bubonic plague,
i nhal ati on tularem a ver sus ul cer or gl andul ar
tularema, all of the latter exanples having a higher
case nortality rate than +the naturally occurring
di sease.

The second point Col. Parker addressed
this norning. In this day and age of genetic
engi neering, we mght be faced with the challenge of
m crobes that have been genetically altered for either
enhanced virulence or antibiotic resistance. Next
slide, please.

(Slide.)

Ot her issues to be addressed: the safety

profile of t he candi dat e dr ugs, t he ease of
adm ni strati on. O al adm ni stration is clearly
necessary to be effect as a prophylactic agent. Long

half-life drugs would be preferred so that the dosing
could be less frequent.

Broad spectrum Clearly, if we have a few
drugs that cover the broad spectra of bacterial
bi ol ogi cal warfare threats, that would be preferable to
di stributing nunmerous numbers of drugs for specific
agents.

Logi sti cs. Sone of the issues that Adm
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Clinton has just addressed, the availability of these
drugs, the wease of distribution, <certain |logistic
consi derati ons.

And | ast but not least, as Adm Clinton
has just raised, the admnistrative or regulatory
I ssues. VWile all the drugs that we are going to
consi der today are already FDA-licensed and -approved,
they are not FDA-licensed or -approved for biologica
war fare counterneasures for the inhalation version of
these diseases, so there are considerations in the
context of the Executive Order nmandating special
aut hori zation for a non FDA-approved indication.

Use during pregnancy and pediatric use.
Not of primary concern for troops on the front line in
the battlefield, but certainly a consideration if
mlitary installations, if our bases, our garrisons, et
cetera, are attacked. Next slide, please.

(Slide.)

How can efficacy be determ ned? Agai n,
nost of these diseases are infrequent even in the
naturally endemc fornms. Certainly, the inhalation
forms of these diseases are very infrequent, so we
really do not have well conducted clinical trials to
denonstrate efficacy for these particul ar di seases.

Ot her issues: Qur clinical experience
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with many of these diseases -- for exanple, inhalation
anthrax -- is very I|limted and for the nost part
anecdot al .

So the recommendations that are found in
the field manual, FM 8-284, which were adopted by the
Medi cal / Bi ol ogi cal Defense Materiel Board, are based on
the prevailing standards of nmedical practice, in sone
cases the clinical guidelines for |aboratory exposures
to specific pathogens, in sonme cases ani mal nobdels, and
in others in vitro susceptibility. So these are the
bases for comng wup wth our clinical practice
recomendations. Next slide, please.

(Slide.)

Let's begin with our main, nunber one
threat, inhalation anthrax. Next slide, please.

(Slide.)

Of  course, pre-exposure prophylaxis is
based on inmunization as our primry node of pre-
exposure prophyl axis. If we have intelligence that an
attack is immnent, that an attack is about to occur,
we can begin antibiotic chenoprophylaxis before the
attack. The drugs recommended, ciprofloxacin or
doxycycl i ne.

For post-exposure prophylaxis, we would

add those sane antibiotics, either doxycycline or
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ci profloxacin, even if those individuals are fully
I mmuni zed. Now, aninmal nodels suggest that pre-
exposure immunization protects the nonhuman primates
exposed to over 900 LD-50s. So then why add another
| ayer of protection? Sinply, we want to add every
potential |ayer of protection that we can for our

troops. Next slide, please.

(Slide.)
Dr. Ostroff wll address the civilian
gui delines recomendations, so I'Il sinmply skip over

this slide. Next slide, please.

(Slide.)

Same with the pediatric recomendations.
"Il focus today on the recommendati ons for active duty
mlitary. Next slide, please.

(Slide.)

As we nove from prophylaxis to therapy, we
see the sanme drugs |isted, however, given parenterally
rather than orally. Penicillin we would reserve for
cases that are known to be susceptible as determ ned by
in vitro susceptibility. Next slide, please.

(Slide.)

These are the civilian recommendations
found in the JAMA article from last summer, and again |

will leave this for Dr. Ostroff to discuss. Next

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

188

slide, please

(Slide.)

This is the intestinal tract of a nonkey
who died follow ng inhalation anthrax here at USAMRI I D
and as you can see the gut is grossly edenatous.

There's areas of hemorrhagic necrosis involving the

intestinal tract, as well as henorrhagic necrosis in
t he omentum  near t he oment al ' ynmph nodes.
Hi stol ogically, this will denonstrate infection in the

subnucosal |ayers rather than involvenent through the
i ntesti nal epi t hel i um supporting hemat ogenous
di ssem nation rather than a primary oral inoculation.
So, we feel that G tract involvenent will be a sequel
follow ng inhalation challenge. This m ght affect the
bi oavail ability of oral drugs. So, even though oral
ci profl oxacin, other quinolones, have excellent oral
bi oavail abilty, we are concerned that they m ght have a
decreased bioavailability for cases. So these drugs
m ght be adequate for prophylaxis when given orally,
but possibly not for therapy. That's why we recomend
parenteral therapy and oral prophyl axis. In fact, at
Sverlosk 39 of the 42 victinms undergoing autopsy had
these findings in the intestinal tract grossly and
hi stol ogically. Next slide, please.
(Slide.)
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This is a list of the drugs that are being
considered for prophylaxis and therapy of inhalation
ant hr ax. As we can see, the betalactam drugs
penicillin and cefazolin, are active in vitro. W have
in vivo data, animal experinments done here at USAMRIID
only data available for penicillin among the betal actam
group. The extended-spectrum cephlosporins do not
appear to have adequate in vitro activity against
bacil | us anthracis. Al of the oral quinolones are
active in vitro. However, we only have animl data
avai l able to us for ciprofloxacin. Next slide, please.

(Slide.)

Tetracycline, doxycycline, clindanycin are
all active in_ vitro, as are the mcrolides and
di azol i de product, azithronycin, however, again in vivo
activity using animal nodels is exceedingly scarce, so
we definitely need nore information regarding the
efficacy of these in vivo. Chl or ophenocol, rifanpin
are active in vitro.

DR. LaFORCE: There is clinical experience
for doxycycline.

Lt COL. CHRI STOPHER: Doxy?

DR. LaFORCE: ©Oh, yes.

Lt COL. CHRI STOPHER: Very good. For

cut aneous ant hrax?
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DR. LaFORCE: African dat a, Stanford

Medi cal Journal about four or five years ago.

Lt COL. CHRI STOPHER: G eat . Thank you.
Next slide, please.

(Slide.)

New candi dat es bei ng consi der ed:
vanconycin and am noglycocides are active in vitro.
Cinocid, quinopristin, dalfapristin active in_ vitro;
dapt omycin highly active in vitro. However, again, we
do not have in vivo activity for these new candi date
dr ugs.

As Col . Parker alluded to this norning, we

are actively partnering wth the pharnmaceutical

I ndustry in testing new candidate antibiotics. Qur
Bact eri ol ogy Di vi si on has an agr eenment with
pharmceutical firnms to obtain all of the drugs

currently in Stage 2 and Stage 3 trials to test those
drugs in vitro. And those drugs that appear pron sing
in vitro will then be used for in vivo testing. So we
wi Il have further nodels, further information to work
with. Next slide, please.

(Slide.)

This slide sinply lists candidate drugs
that are under consideration, again, those drugs that

are active in vitro will be used to study ani mal nodel s
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in vivo. And further revisions to FM 8-284, for the
nost part, we wll need to at |east have good ani mal
data prior to making additional recomendations to

advise for the drugs. Next slide, please.

(Slide.)

I'"'m sure you're all aware  of t he
antibiotic-resistant |live attenuated spore vaccine that
was developed in Russia. Essentially, the Ilive

attenuated spore vaccine was genetically altered so
that it was resistant to nultiple antibiotics. And
t hey made a presentation here at USAVMRI I D, and we asked
why did you want to do that. And they said, "Well,
suppose there is an epizootic of anthrax anmong an
uni mmuni zed herd of cattle, sheep or goats. We woul d
want to both immunize and chenoprophylax the herd
si mul t aneousl y. So i f anti biotics are gi ven
concurrently with the current live attenuated spore
vacci ne, the antibiotic would kill the vaccine, thereby
preventing the vaccine take." So by developing this
vacci ne, they have "devel oped" a better vaccine. Of
course, we are concerned that those sane genetic
nodi fications could be used in a fully virulent weapon

strain. It certainly poses some problenms, sone issues.

Are there any questions at this point on
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ant hr ax?

DR. LaFORCE: Have those resistant
i sol ates been cul tured?

Lt COL. CHRI STOPHER: To ny know edge, we
at USAMRI I D have not been able to access this strain
for experinents.

DR. LaFORCE: But there's runor anongst
the community that either through reverse transcriptase
or sone other biological or nolecular biologica
technique they are able to take Sverdlosk tissue and
denonstrate that that isolate did have either plasn ds
or genetic material that was consistent with it being a
resistant strain. |Is that true?

Lt COL. CHRI STOPHER: Not to ny know edge.

|'m aware that a Los Al anbs group obtained tissue from
Sverdl osk victims and denonstrated that there were four
different strains in those victins, four different
fully virulent Bacillus anthracis strains. They al so
identified the attenuated spore vaccine strain at
vaccine sites in sone of the victins. So they
denonstrated genetic diversity, but to my know edge
we're not aware of the phenotypic correlates of that
genetic diversity.

DR. LaFORCE: Thank you. Let's touch on

pl ague. Next slide, please.
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(Slide.)

Primary inhalation is what we would be
faced with on the battlefield, a rapidly progressive
necrotizing pneunonia. Next slide, please.

(Slide.)

Pr e- exposure prophyl axi s.
Chemoprophylaxis wth ciprofloxacin or doxycycline.
This is based both on vitro data and ani mal studies.
Post - exposur e prophyl axi s, doxycycli ne, a very
conservative recomendation even for post-exposure
prophylaxis in the epidenc setting. For househol d
contacts, cases of pneunonic plague, doxycycline for
one week, again supported by ani mal dat a.

Ci profl oxacin, new recomendation, again, based on in
vitro data in animal studies. Next slide, please.

(Slide.)

Ther apy. Very conservative
recommendati ons foll ow ng t he st andard care.

Streptonycin, gentanycin. Next slide, please.

(Slide.)
Doxycycl i ne, with t he addi tion of
ci profl oxaci n. This is a new addition. We made this

recommendati on again based on in vitro susceptibility
in animl nodels. Chl or anpheni col recomrended for

patients with nmeningitis. On the basis of anim
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studi es done here, the betalactam drugs actually were
not very effective. In fact, the betalactam drugs

carried a higher case fatality for treating animals

with nmeningitis, hi gher case fatality than the
bacteriostatic drug, chloranphenicol. Next sli de,
pl ease.

(Slide.)

These are the antibiotic candi dates.
Again, the am noglycocides, tetracycline, quinolones
| ooki ng very promsing in vitro. We have animal data
for these drugs. Next slide, please.

(Slide.)

Sonme dr ugs we need sone further
i nformation on, as you see here. So at this point, it
woul d appear that doxycycline and the quinol ones appear
to be our nost promsing candidates at |east for
prophyl axis and possibly for therapy according to the
information that we have today. Next slide, please.

(Slide.)

|'"m sure you all are aware of the multi-

antibiotic, Madagascar, reported in the New England

Journal in 1997. This isolate was highly resistant to
multiple antibiotics and, interestingly, all of these
anti biotic-resistant genes were carried on a single

transferrable plasmd. The patient survived after
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having been treated with trimethepram sulfa possibly
because the isolate was still susceptible trinmethepram
So we have a resistant isolate from nature, so of

course we are concerned that a resistant isolate could

be devel oped by a potential adversary. Next sli de,
pl ease.

(Slide.)

Mel i oi dosis and gl anders. Next slide,
pl ease.

(Slide.)

We really could not cone up with a pre-
exposure prophylaxis reginment for FM 8-284 based on
clinical experience. It is interesting to note that in
our | abor at ori es we do have chenmopr ophyl axi s
recommendati ons based on in vitro data, as you see
here. Next slide, please.

(Slide.)

Therapy of glanders and nelioidosis is
sonewhat controversial. For FM 9-284, we adopted very
conservative standard recommendations found in the
| eadi ng nedi cal textbooks. At this point, one nay note
that we have had a case of | aboratory-acquired glanders
here recently. The patient was treated with en penum
and doxycycline and responded very well to that two-

drug conbination. Next slide, please.
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(Slide.)

Tul arem a. Post - exposure prophyl axi s
regimen was outlined, again on the basis of anim
nodels and in vitro susceptibility. There are really,
as you know, no recomendations for post-exposure
tularema for other than |aboratory exposures in the
community. Next slide, please.

(Slide.)

Ther apy. Very conservative
recommendati ons, with the exception of the addition of
ci profl oxacin. This recomendation is based on in
vitro animal data and very limted clinical experience.
Seems to be highly effective based on that Ilimted
experience, so we adopted that as one of our potenti al
t herapies. Next slide, please.

(Slide.)

Brucell osis. As you know, no pre-exposure
prophyl axi s. Post - exposure prophylaxis, we would just

advocate, following inhalation of a high inoculum a

full course of two-drug therapy, doxycycline plus
rifanpin. This is based on experience with use of
Brucelli live attenuated vaccine wused in veterinary
use. It can cause human disease after accidental
I nocul ati on. A three- to six-week course of post-
exposure prophylaxis is recomrended. That was the
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basis for our recomendati on here. Next slide, please.

(Slide.)
Coxiella burnetii. Post - exposure
prophylaxis is problematic. Prophylaxis is effective

if given within a certain w ndow between 8 to 12 days
post - exposur e. If given before that, it sinmply
prolongs the incubation tinme. So there would be an
I ssue about identifying the time of the exposure in
or der to identify the course of post - exposure
prophyl axi s. Fortunately, Q fever responds very well
to antibiotic therapy. Next slide, please.

(Slide.)

So, future prospects. Certainly the new
qui nol ones are very prom sing agents because of their
very broad spectrum of activity, and possibly also
because of the long half-life. Some of these drugs,
sparfloxacin, for exanple, can be given once daily and
woul d be convenient to use on the battlefield. O her
drugs bei ng considered as outlined on this slide.

At this point, I'll take any questions.

DR. LaFORCE: Questions?

DR. GARDNER: | m ght just ask a question.

|l did read the Field Manual before | canme, and
listened carefully to your presentation, and then also

was sent to nme an analysis of drug costs by LtCol. Carl
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Curling.
DR. LaFORCE: Who is here, incidentally.
DR.  GARDNER: He's here -- good. My
question, | guess -- | was trying to weigh the nerits,
obvi ously as you wer e, of qui nol ones ver sus

doxycycline, and in your presentation it |ooked pretty
even- St even, although | gather there's a fairly strong

sense that for inhalation anthrax the quinolones | ook

better. Is that because efficacy or because of the
concern about nmutants being generated. That's ny
questi on. Because there is, | think, about a 25-fold

difference in the cost of these drugs, so you're
| ooking at a -- is there a 25-fold difference, | guess,
in the risk, and | think you're into sone significant -
- when | got through all this, | said, well, how cone
we just don't wuse doxycycline for everything versus
using quinolones, and 1'd like to hear a little nore
di scussion as to what really -- what is the proven
benefit of the quinol ones.

Lt COL. CHRI STOPHER: wel |, the first
consi deration, efficacy in an animal nodel using the
nonhuman primates, both drugs were highly effective for
post - exposure prophylaxis in nonkeys containing very,
very high inocula. So they both appear to be effective

for that particular indication.
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As far as resi stance, we saw the
antibiotic resistance on the genetically engineered
live attenuated vaccine. Tetracycline, doxycycline was
anong those drugs to which the isolate was resistant.
Qui nol ones were not. Now, do we have any information
that a quinolone resistant strain is being devel oped
can be devel oped? | don't know the answer to that.

DR. GRAHAM But there's concern that the
bi oterrorism bug m ght be altered rather than the fact
in our current isolates there's any real difference, is
that a fair statenment?

Lt COL. CHRI STOPHER: Yes, sir. So we're
concerned about the genetic engineering for resistant
strains. Anot her consideration for the quinolones is
the broad spectrum of activity. Here we have a
bacteri ocidal drug that can be active against Bacillus
ant hraci s, al so Yersini a pesti s, Franci sell a
tularensis, in vitro even Coxiella burnetii, so the
br oader spectrum of activity mght be a consideration
when conparing these two drugs. But as far as efficacy
in the ani mal nodels, both appear equival ent.

DR. LaFORCE: O her questions?

(No response.)

The other point of viewis it's also nice

to have two things in the bank rather than one.
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Lt COL. CHRI STOPHER: Ri ght.

DR. GARDNER: But you're meking a choice
-- | gather the choice has been nade -- to pick the 25-
fold nore expensive drug and, again, not based on
current efficacy, but based on the concern that it's an
easier one to mani pul ate the resistance.

Lt COL. CHRI STOPHER: The ani mal data does
suggest that ciprofloxacin m ght have superior activity
agai nst Yersinia pestis follow ng inhal ation.

DR. BARRETT- CONNOR: If you're talking
about prophylaxis, it |ooked |ike doxycycline would be
-- if you didn't know what you had but you thought you
had sonething, that that would be the way to go. I's
that part of the recommendation?

Lt COL. CHRI STOPHER: Doxycycline is listed
as a potential drug for alnmost all of them

DR. BARRETT- CONNOR: It's a very fabul ous
review that you just did. It was really nice for those
of us who haven't kept up

Lt COL. CHRI STOPHER: | think if we saw
| arge nunbers  of casualties comng 1in wth an
I nhal ation disease of sonething that we could not
identify, doxycycline plus gentamycin -- that would
cover Yersinia pestis, it would cover npbst of the

agents on the |ist.
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Lt COL. CURLI NG I"m LtCol. Carl Curling.

I was fornmerly the NBC Defense Staff O ficer for the
Armmy Surgeon General, | now work for the Assistant to
the Secretary of Defense for Civil Support, M. Pam
Ber kowski (phonetic), as her R&D Deputy, as well as
addr essi ng nedi cal aspects for Civil Support.

To address the question of cost, the
recomendation | left the Surgeon General wth for
future budget years was rather than buy 100 percent of
the requirenment every year of each year's requirenents
for ciprofloxacin, that we did a review of the cost,
and by cutting out 25 percent of the annual purchase of
ci profloxacin -- in other words, buying enough for what
we anticipate could be 75 percent of the maxinmm
requirement -- we can buy another 50 percent of the
maxi mum requi rement wi th doxycycline. And that was the
recommendati on that was |left: we actually buy both
antibiotics, neither one of them at all of what we
woul d need to dose 370,000 soldiers, but each of them
sufficient to respond to a large fraction, a
contingency portion of that population. And that is how
the recommendation has gone to the Surgeon General to
address the issue of cost and efficacy. Rather than
rely on one very expensive antibiotic, we're relying on

two, one expensive and one not so.
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DR. BERG Bill Berg from Hanpton. You

personal |y answered the question | was going to raise

Could we have a little discussion about whether we're
in an all-or-nothing situation, whether we have to go
with one drug or the other, or whether we can get both,
or whether it's a mxed bag, as you suggested. Has
t here been much thought given to that?

COL. DI NI EGA: | have a coment before
sonebody answers that specific question. | think the
tasking to the Board is to | ook at treatnent, potential
chemopr ophyl axi s use and conbi nati on use with vaccines.

That's the general tasking.

The other issue is, | don't think we want
to get into stockpile issues or anything here. The
di scussions have all pointed to let's nmake the best

medi cal recomendation, but the fact remins that
sonetimes for |arge organizations out in the field,
handling two, three nultiple lines is very difficult,
and you want to have as few lines as possible -- this
Is of pharmaceuticals. To carry into battle five |ines
of antibiotics is a lot more difficult than |just
carrying one or two.

DR. LaFORCE: VWhy don't we go on and hear
a CDC perspective from Steve Ostroff, and then we'll

open this up to nore general discussion for both Dr.
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Christopher's and Dr. Ostroff's presentations.

DR. OSTROFF: Vel |, thanks. It's nice to
take my West Nile hat off occasionally and do sonething
el se. "1l start by saying that the pharmaceutical
stockpile isn't primarily an issue that my center deals
with except fromthe scientific point of view at CDC
The pharmaceutical stockpile is handled by the National
Cent er for Envi ronment al Heal t h, and nmy only
significant involvenment is that | got the nice task of
having to testify before Congress about how we were
devel opi ng our pharmaceutical stockpile after a General
Accounting Ofice report canme out late |ast year that
was, to say the least, sonewhat critical of the other
stockpiles that were in the process or had been
devel oped, one of them from the Ofice of Enmergency
Preparedness  at Depar t ment of Health and Human
Services, and the other the CBIRF stockpile. Bot h of
those stockpiles are primarily devel oped for chem cal
weapons exposures. Qur st ockpi |l e, whi ch i's
significantly larger in ternms of its size, volunme and
cost, is primarily geared towards exposures to
bi ol ogics, particularly mcrobial exposures. And so
ours is very appropriately geared around the issue of
anti biotics.

Let ne just start out by -- next slide,
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pl ease.

(Slide.)

Next one after this.

(Slide.)

CDC was given a significant role in terns
of bioterrorism response only in 1999 when we had a
significant windfall of funding for an agency that has
a budget that pales in conparison with DoD. There was
a total of about $121 mllion that became available in
1999 for work on the array of different activities that
you see |listed here, and as you notice down at the
bottom was overseeing and nobilizing the National
Phar maceuti cal St ockpi l e for use in civilian
popul ations. And I will say that the issues related to
the civilian sector are significantly nore conplicated,
I think, than in the mlitary sector where you have an
array of individuals, you have to deal with pediatric
I ssues, you have to deal with issues related to people
who are inmunoconpron sed. There's not a uniformty
concerni ng vaccination, and certainly the threat agents
that one would have to potentially deal with could be
different in the civilian side than they would be in
the mlitary side, so there's not a 100-percent
anal ogy.

Il will point out that in the packet of

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

205

materials that were distributed to you, that part of
the way that we went about developing the priorities
for the National Pharmaceutical Stockpile was based on
a nmeeting of external experts that came to provide
advice to us about what the priority agent should be,
and | think that as you can see at the end of the day,
that the list that was devel oped based on the expertise
from these individuals was really not significantly
different than the list would be from the mlitary
point of view And we've used that to prioritize what
we would then procure for the National Pharmaceutica
St ockpi | e.

One thing that's worth pointing out is
that the 1999 funding that we received was in an
energency line and, as such, is no-year funding, so it
could be spent over a prolonged period of tine. I n
Fiscal Year 2000 when we got roughly the sanme anount of
noney which for the Pharmaceutical Stockpile was $52
mllion, that nust be spent this year. And so we've
actually been doing nost of our procurenent in 2000 and
been holding in abeyance sone of the 1999 funding for
what | would consider to be sort of the "800-pound
gorilla"™ that's waiting in the background, which is
smal | pox vacci ne. But et me nove on to the next

sl i de.
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(Slide.)

The role of the National Pharmaceutical
Stockpile is to mintain a national repository of
i fesaving phramaceuticals and nedical materiel that
will be delivered to the site of a bioterrorism event
in order to reduce norbidity and nortality in civilian
popul ations, and this is the basis by which we've been
acting. Next slide.

(Slide.)

The program itself has a variety of
different elenments, and when you think about depl oying
this within a civilian sector where you can't very
readily predeploy any of the elenents, there are a
number of different things that need to be devel oped
This includes the |ogistical nmnagenent, the contract
managenment for the materials thensel ves; issues related
to quality assurance which was a particular area that
the GAO was highly critical of; technical assistance
training and educati on because one of the peculiarities
of the way that we would dispense the pharmaceutical
stockpile, we actually wouldn't be the ones that would
be distributing the pills to the individuals, but we
would rely on our partners either in other Federal
agencies or our partners at the State and local |evel

to actually do the distribution, and so there's a fair
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anount of training and education that needs to be done.

Oper ational research, to figure out how to
best move the stockpile and how to best distribute the
stockpile; and, of course, response to incidents in
field exercises, and | nust say that for us the TOP- OFF
Exercise from a week ago was quite edifying in many of
the issues that were raised about how the stockpile
woul d nove because our whole basis of operation has
been to basical | y nove it t hr ough conmmer ci al
transportation, particularly through UPS and FedEx, and
the planners for the exercise were acting under the
presunption that this wuld potentially nove by
mlitary aircraft and end up at Buckley National Guard
Base outside of Denver, so we were acting actually on
two conpletely different pathways, and part of our
eval uation was that we certainly could have gotten it
there a lot faster through FedEx, and they could have
unl oaded it at Denver Airport within a period of 38
m nutes where it would have taken the mlitary probably
five to six hours to be able to offload the same anmpunt
of material because when you do this for your living in
FedEx, you nmeke sure you do it quickly and you make
sure you do it efficiently, so that was certainly one
of the things that we | earned. Next slide.

(Slide.)
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There are a nunmber of very critical
el ements, and | think some of them were touched upon by
Col . Chri stopher. One is the issue of stock rotation,
keeping the materials fresh; one is the issue of
storage and the security around storage; and certainly
the one that's been quite difficult for us because we
woul d have to nmove this to the site of an incident, is
the transportation issues. Next slide.

(Slide.)

We've had certain issues that we've tried
to deal with. We've played a whole series of what |
call the "end ganmes", which is trying to decide what it
is that we're devel oping the stockpile for. And as you
can see on the Ileft-hand side, for +the potential
bi ol ogi cal we've based nost of our planning notions on
having to have a stockpile of either vaccine or
antibiotics for smallpox to be able to use in a
popul ation of 40 mllion individuals. And | think as
nost of you know from a nunmber of discussions that have
occurred over the years, we certainly have only a
fraction of that vaccine currently avail abl e.

For anthrax, the planning notions are to
be able to treat or prophylax a population of 10
mllion; for pneunonic plague, the scenario calls for 1

mllion; for tularema, it's the sane. We've still
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been working on the issue of BOTI-TOX, and that's a
priority for probably next fiscal year. And, of course,
with the potential chem cal agents, the nunbers that
we've been |ooking at are considerably smaller than
that with about 10,000 for a nerve agent such as sarin
and for the respiratory irritants. Next slide.

(Slide.)

Qur pharmaceutical stockpile is basically
conposed of two parts, one of themis what we call the
12- hour Push Packages, and these Push Packages are
basically a set group of antibiotics, other types of
phar macol ogic agents, as well as all the |ogistical
mat eri al needed to actually deliver and to also treat
seriously ill individuals, and so it includes things

like ventilators and IV solution and bandages and all

kinds of things |ike that. And what you see in the
handout that |'ve provided is the current l|ist of what
is contained in the 12-hour Push Packages. These are

nmeant for an unofficial response to an incident when
you may or may not necessarily be certain of what the
agent is that's producing illness, all you know is that
there are a |lot of sick people. We know from sone of
the presentations that Col. Christopher nade that the
nunmber of antibiotics that one wuld have to be

concerned about is rather limted, and so these can be
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put together as a package and the entire package
basically delivered to the site of a biologica
i nci dent. And then as you refine over time and
determ ne what the causative agent is, you can then
refine what addi ti onal procur enment IS necessary
specifically geared towards that agent.

And so we currently have a total of four
of these 12-hour Push Packages. They are all currently
in one location, which is in the VA system but they
over the comng nonths wll be deployed in four
different areas around the United States so that they
woul d be in a position to be able to reach anywhere in
the country within a period of 12 hours.

VWhat we would then follow on with -- and
simlar to the thinking in the Departnment of Defense --
what's called the vendor-managed inventory, which is
that you actually don't buy the materials thensel ves,
what you buy is you buy a placeholder so that what the
vendors or the manufacturers thenselves do is that they
keep an extra bubble of inventory for gentamcin or for
ci profloxacin or for whatever, and then if you
specifically need addi ti onal ci profl oxacin, t hey
guarantee to you that that additional bubbl e of
material would be available, and they would then make

it available to you. Of course, they charge to
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maintain this extra bubble, and so again you try to
limt the nunber of potential agents that you would
have in the vendor-nmanaged inventory to the m ninmm
necessary.

This is nmeant to be onsite within 24 to 36
hours, and so the 12-hour Push Packages are neant to be
the initial materials that are needed and then you
follow wup wth the nmre nuanced vendor-nmanaged
i nvent ory packages. The advantage to this, of course
iIs that the stuff doesn't expire and the vendors
constantly rotate the mterials, and over time it's
significantly cheaper to be able to work through a
vendor - managed inventory than it is to actually procure
t hem and have them onsite. Realize one of the major
di stinctions between CDC is that we don't, as a rule
treat people on a day-in and day-out basis like the
Department of Defense does and |ike the Veterans
Adm nistration does, and so we don't have a readily
made mechanism to be able to constantly rotate these
antibiotics as they get near their expiration dates.
Next, next slide.

(Slide.)

So this is the content of the National
Phar maceuti cal Stockpile -- ciprofloxacin, doxycycline,

gentam cin, erythromycin -- and in addition you see the
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materials for chem cal exposures  -- various |V
supplies, airway supplies, other energency nedications,
bandages and dressings, and the available small pox
vacci ne that we've maintained over the years and this
constantly gets re-examned and the expiration dates
get pushed back further is now officially a part of the
Nat i onal Pharmaceutical Stockpile.

In response to the comments that were made

about the previous presentation -- and as you can tell
from some of the materials that |1've distributed --
cost is a significant consideration for us. And so

what we have done in the case of the potential anthrax
exposure -- and this has its own set of potential
conplications -- is that initially we would provide for
prophylactic wuse ciprofloxacin, and then once the
information is available about the susceptibility
patterns we would then switch over to doxycycline for
the duration of the course, iif the organism was
susceptible to doxycycline, precisely because of the
I ssue that was raised, which is that the doxycycline is
so nmuch cheaper.

| think one of the considerations that

wasn't brought wup, which | think is a very serious
consideration, is that | personally have told them
repetitively that if | was the people devel oping the
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stockpile, | would also provide conpazine because one

of the things that we know is that a significant nunber

of i ndi viduals that take either doxycycline or
tetracycline will have gastrointestinal upset, which is
far lower if you use ciprofl oxacin. And so | think

that the side effect profile is actually a significant
consi derati on.

The ot her probl em that ' ve seen
repetitively -- and | think in terms of some of the
deci sionmaking that's been mde in DoD is -- |
personally have difficulty in a civilian setting,
t hi nki ng about using one antibiotic and then trying to
switch over on a large-scale basis because we nmy be
t al ki ng about treating tens of t housands of
i ndividuals, trying to switch them over sinultaneously
to a different antibiotic after a period of four to
five days, and when you think about mny of the

| ogi stical issues surrounding doing that it can be very

form dable to nmake those decisions. And so |'ve
actually been -- | nmean, iif we could throw cost
consi derations out the door, | would have been one that

woul d al so have made the sanme recomendations that DoD
has made, which is to use ciprofloxacin for the entire
duration because | think the side-effect profile as

well as the potential broad spectrum of coverage is
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certainly supportive of potentially using that, but we
didn't necessarily have that [luxury and so our
deci si onmaking has been based on initial use of
ci profloxacin and then switching over to doxycycline,
but | <certainly enpathize that one could conme to
sonmewhat different conclusions. Next slide.

well, 1 don't quite know what happened.
Next slide. No, there you go.

(Slide.)

So the way that we would deploy the
stockpile would be that there is an incident and the
| ocal and State public health agencies respond to that
incident and identify that the local nmedical facilities
are being overwhelmed in terns of the availability of
the local antibiotic supply. They could then make a
request for deploynment of the stockpile. This could be
made i ndependent of the actual inplenentation of the
Federal Response Plan around bioterrorism and this
request could come either to the FBI, it could cone to
FEMA, or it could cone directly to CDC. And if you can
conti nue. Keep going. This is on nmy nuances of Power
Poi nt .

(Slide.)

And then these would be deployed through

the direction of CDC in consultation with the Surgeon
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to nmove wth

personnel, such as pharmacists and |ogisticians, et

cetera, that would actually be able to assist with nmany

of the issues that will come up at the
these materials are neant to deploy. Ne
(Slide.)
And this is just to descr
I ndi vidual s that would actually nove wt
so that it could be used nost efficient

end. Next slide. | think yes -- That

ot her end where

xt slide.

be the array of
h the stockpile
ly at the other

may be it.

One of the things that | wanted to briefly

comment upon was the issue that has been raised

repetitively, and that is the issue of
This is a very problemtic issue, one

dealing with for about a year and a hal

of f-1 abel use.

that we've been

f with the Food

and Drug Adm nistration. W at CDC have actually been

dealing with them on two closely related issues. One

of them is that the rapid diagnostic
we' ve been making available through

State Public Health Laboratories, are al

assays, which
the network of

so not |icensed

assays, and so you have nmany of the sane issues that

come up concerning the forward use

of these rapid

di agnostic assays that you do with the off-1abel use of

a variety of these antibiotics.

For us, being that FDA is a sister agency,
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we' ve been engaged in a dialogue with FDA for, as |
menti oned, about the |ast year, year and a half, or so,
to try to figure out how we could best resolve this
I ssue. In some of our discussions, you know, we
clearly agree with them that if you have a material
such as a vaccine or antitoxin that's not a I|icensed
product and it's certainly entirely appropriate to do
that through an IND nechanism and to have appropriate
i nformed consent, the difficulty that we have is that
clearly many of these agents are agents that we have
been in comopn use for extended periods of time --
doxycycline, gentamcin, ciprofloxacin -- there's a
vast experience with these agents, and using themin a
setting like this can be done with a fair degree of
confi dence.

And | think that even the FDA realizes
that some of the |ogistical issues that would surround
doing these activities through an IND mechanism wth
informed consent in a setting where basically you have
to get these materials into people's mouths within a
matter of hours, can be quite problemtic. And so we
actually have had discussions with them as recently as
the last two to three nonths, along with Bill Route
(phonetic), who is the Science Advisor and the

Assi stant Secretary for Planning and Eval uation in HHS,
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whereby they would agree to a very sinplified consent
procedure, which is basically that all we would need to
do is, as we wuld identify people who would be
receiving these materials, they basically would be able
to sign a sign-up sheet and include both their name,
their address, a way of contacting them and that would
be considered sufficient in terns of them giving

i nformed consent to be able to receive those materi al s.

And we've had these discussions orally
with FDA, we have yet to see anything in witing. We
hope that that wll get through the O fice of the
General Counsel in the Food and Drug Adm nistration,
but we think that that's probably quite appropriate
because certainly the way that we anticipate using the
stockpile where we would have to get back to many of
these individuals wthin a nmatter of days to
potentially switch them over to sonme other antibiotic,
we need to get that information anyway. And what we
would do is in -- and | have sonme copies of them so you
can see sonme of the patient information that would be
provided -- you can just pass it around -- we would be
providing a great deal of information about the
product's side effects, et cetera. And | think fromthe

st andpoi nt of the Food and Drug Adm nistration, as |ong
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as we hold sonme sort of an official IND, this would
i kely be satisfactory for those purposes.

We've always mmintained that until we get
all the i's dotted and the t's crossed, if we had an
i ncident where we had to deploy the stockpile, that
even if it was for an off-1abel use, we would go ahead
and use it, and worry about the potential consequences
af t erwar d.

So, | think that I'Il stop there and open
it up to any questions there may be.

DR. LaFORCE: Questions for either Drs.
Ostroff or Christopher? Yes?

DR. TSAIl: | have a question for both of
them On this last point, Steve, would there be a plan
for adverse events, and particularly serious adverse
events? And then for Col. Christopher, you cited the
|l ack of information on clinical efficacy data on sone
of the antibiotics for some of these conditions. Wuld
there be a contingency plan to collect efficacy data as
you use these particular antibiotics for a given
syndrome so that one could make a rapid assessnent of
antibiotic resistance and perhaps switch therapies --
make a recommendation for switching therapies? Sort of
rel ated questions having to do with --

DR. OSTROFF: Let nme just answer that
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first. I nean, this is the point that the FDA has

raised with us, is that you really would want to do
things through some sort of an |IND nechani sm because
then you have the potential to collect information that
m ght be helpful over the long-term not necessarily
about the efficacy of your prophylactic nmeasures, but
at least information about side effects, tolerance, et

cetera, which mght eventually lead to potential on-

| abel use. So, in other words, it's actually licensed
for that particular use. And | think that that
theoretically sounds quite good, but | think in the

settings in which these mterials are going to be
depl oyed, the likelihood that we would have the
personnel available to be able to neticul ously collect
that type of information and collect it in a way that
the Food and Drug Adm nistration would find acceptable
is probably going to be fairly low down the priority
list in terms of other things that need to be done in
t he enmerging setting.

And in addition to that, we can't, of
course, petition for |abeling changes, only the actual
manuf acturer can petition for |abeling changes, and
we've not heard -- and naybe DoD has heard differently
-- but we have not heard that there is a great deal of

interest in actually submtting proposals to change the
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| abeling to include sone of these indications.

DR. LaFORCE: | would point out that if --
I hope these never -- these reservoirs, or these
stocks, never get used for the purposes for which they
are intended, but if they were, | nust admt, |
consi der an R&D nechanism signing things, with all the
chaos that's going to be going around, wth all of
that, to be absolutely ridiculous to think that that's
going to be, nunber one, respected and, nunber two,
makes common sense. It just really stretches the
regulatory issues to a level that is -- that | find a
bit --bew ldering --

DR. OSTROFF: Well, actually, | think we,
in general, being very practical in terns of especially
situations like this, are in agreenent with you. W,
quite frankly, have been very surprised about the issue
of the rapid diagnostics. And the thought of getting
informed consent from someone who my be in an
intensive care unit on a ventilator with undiagnosed
i1l ness, quite frankly, has sort of boggled the m nd.

COL. EITZEN. Yes. Col. Ed Eitzen. From
a mlitary perspective, | think, though, that we're in
a little bit different situation based sonewhat on our
experience from the Gulf War, the use of IND drugs in

the Gulf War. And we have quite a problem here because
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-- | believe I'm correct in saying that there was
actually an Executive Order published last fall by the
President which says that, in fact, you have to get
presi dential approval for using the IND -- or maybe --
and some people have interpreted this as off-Iabel,
al so, drugs in a wartime environment in servicenen.

So, it's a significant problem

COL. EI TZEN: What | was going to say,
just to finish the comment, is that | do think that one
of the things that we found is that FDA, | think, is

aware of this problem which is why | think it's good
that we've been able to find some sort of a mddle
ground that apparently would be acceptable from our
point of view in ternms of things that we would need to
be doing anyway, and | think would be acceptable from
their point of view that we've nmet their regulatory
requi renents. | nmean, in general, we would need to
have people at |east put down their nanme and how to
contact them in a situation where we're actually
handi ng out material. So | don't view that as being
such a huge potential obstacle as | would actually
having them sit there with an inforned consent form and
having to read through the entire thing and make sure
that it's signed and have sonebody available to answer

any potential questions they nay have, et cetera.
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And, simlarly, with the rapid diagnostic
assays, what we've been able to do is to reach a mddle
ground whereby they would only make those requirenents
in individuals who weren't ill in which you are
col l ecting specinens to see if potentially they've been
exposed to anthrax or whatever it happened to be, but
in a situation where you have sonebody that's ill, they
woul d waive those requirenents, and they have the
capacity through the Secretary to be able to do that.

DR. LaFORCE: Again, the only point is --
not to be argunentative -- but the civilian sector and
the mlitary sector are really quite different, and the
President, as Commander-in-Chief, can in a nanosecond,
all of a sudden decree sonething and that's the green
light, et cetera, whereas in the civilian sector it is
pretty nessy.

DR. OSTROFF: Let nme just say | think that
right now this is not going to be an insurnountable
i ssue.

DR. MUSIC. Even in a mlitary situation -
- this is Stan Music -- there is chaos. And when we
went back and did the pyridostigmne brom de, there
were troops who took that stuff the way they were
supposed to -- probably very few. There were some who

took nuch too much. There were sone who took none at
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all. And there were sone who went back and forth, day
to day, depending on how scared they were. And then
you try to reconstruct this after-the-fact -- forget
it. 1t's not going to happen.

DR. BERG (I naudi bl e) Regarding the issue
of informed consent, one of the concepts of an inforned
consent is that it is really voluntary, and |I don't see
how you're going to get around the issue of sonebody
saying, "What? You're not going to give nme this pil
after I1've been exposed to plague unless | sign this
consent ?"

DR. OSTROFF: Well, | think that ny take
on that would be that everybody is going to want it.
And so if that's the only way they can get it, they
probably would sign it. And | think it wll be a
little different situation than the theoretical wth
ant hrax vaccine or sonething |ike that. Il think if
people really think they are exposed and at risk,
they're going to want these products.

DR.  BERG You said that nobody was
interested or thinking about studying the efficacy of
this. 1 would hope sonme thought would be given to that
both in the mlitary and on the civilian side because,
otherwi se, we're going to be in the same situation we

were after the Persian Gulf. Peopl e are going to say,
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| was in perfect health until | took ciprofloxacin for
this bioterrorist incident, and |I've had heart failure
and all sorts of other problenms since then, and one of
the criticisms that has cone up after the Persian Gulf
is there was no decent data on which to draw any
concl usi ons.

DR. OSTROFF: Let nme just say | don't
think that | said that no one was interested, | think
that | said that probably in the setting in which we
woul d be distributing these materials, it's not our
hi ghest priority.

DR.  BERG You'd have to bring in a
special teans to concentrate just on that.

DR. OSTROFF: Right. | nean, it would --
the circumstances under which any of these materials
woul d be deployed would be so extraordinary, and the
anount of panic, the amount of concern -- | nean, you
know, just thinking through many -- | nean, we've tried
to think through -- and that's why | think the TOP-OFF
was so hel pful to us -- tried to think through sone of
the issues when we mght make a recomendation that
this is how we think that the stockpile ought to be
used, and this is who we think ought to be receiving
t he nmedications. At the local Ilevel there my be

conpletely different concerns or considerations and, in
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particular, there may be political pressures to give it
to people who we don't necessarily think ought to be
getting it, and how you reconcile some of these
probl ens, or we may say we're only going to give three
days of ciprofloxacin and then switch over to
doxycycline, and sonebody else my say, no, we don't
want to do it that way. And these are circumnmstances
where many of these issues have to be resolved over a
period of a couple of hours. It's not |ike you have
days to discuss many of these potential differences of
opi ni on. That's why | say, you know, thinking about
trying to collect neticulous information in a setting
like that I think would be really quite chall enging.

DR. LaFORCE: Ron.

DR.  WALDMAN: | don't really know how to
ask the question really well, Stephen. "' m not asking
for a very in-depth answer, the people who are
interested can get it somewhere else, but [|'m just

curious about sort of the layering of the thinking
that's occurred. | nmean, this can't just be a one --

there needs to be a lot of contingencies and a |ot of

conditioning to plans |like +this because sonething
al ways goes wrong, | guess. You know, you talked about
the Dbubbl e. | assume there's plans to verify the

manuf acturers actually are up-to-snuff wth it, vyou
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know, and that they're not cutting corners here and
there. 1'msure that there's thinking that goes beyond
just calling FedEx on the phone. Coul d you paint that
inalittle bit just for a mnute or two?

DR. OSTROFF: Ri ght . A coupl e of things
that 1'll say about that is that, one, we require --
and part of this is in response to many of the
deficiencies the GAO identified with the maintenance of
sone of the other stockpiles -- is that we wll have
total access to the inventory managenment systens, the
conputerizing of inventory managenment systens, so that
we can verify anytime that we want to basically that
the materials are actually there and that the bubble
actual ly exists.

In addition to that, we wll make
unannounced inspections and we will also exercise the
stockpile a mnimum of three tinmes per year to assure
that what's supposed to be there is actually there
So, you know, we have thought through many of those
Issues, and if there's one thing that the GAO was very
hel pful for in this particular report, it was to focus
us on where the potential vulnerabilities and problens
are. There are all kinds of issues related to security
and making sure that the bubble is the bubble that you

contracted for, and so there wll be particular
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i nventory nunbers which will be our -- | nmean, we
t hought through many of those issues, wthout going
into too much detail.

DR. LaFORCE: Pierce?

DR. GARDNER: I have a question for each
of our |last two speakers. To LtCol. Christopher, first
of all, it's a wonderful document you've created here,
and | appreciate it very nuch.

| was | ooking at the quinolone data wth

regard to Q fever,

gl anders and Brucell a,

and

don't

ls

nore

t hree

think that you cover those in the February 29th.
there additional data that rmakes you feel
confortable in using quinolones for those
situations, but | don't think they are covered in your

February docunent.

Lt COL. CHRI STOPHER: (I naudi bl e.)  Those
were not included. (Inaudible.)

DR. GARDNER: But you're confortable wth
t hent?

Lt COL. CHRI STOPHER: Act ual |y, t hose
recommendations for quinolones for the additional
agents were not included in the Field Manual. They are

basically based on the very limted i

for exanple, coxiella burnetii, to

there's no good clinical experience for
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feel less confortable with those.

DR. GARDNER: It seens to nme a |ot of the
time you're not going to know what the aerosolized
agent was immediately. You may have to make sone
deci si ons bef or ehand.

Lt COL. CHRI STOPHER: Correct.

DR. GARDNER: And each of these --
doxycycline gets somewhere in the hit parade, cipro
shows up higher on the hit parade for anthrax, but in
the others it's sort of |ost. And | guess | still
com ng back, are we grabbing onto the newer agent and
forgetting our tried-and-true old friends?

Lt COL. CHRI STOPHER: | woul d not recommend
these newer ciprofloxacin for the other indications --
Brucella --

DR. GARDNER: So if you didn't know what
the aerosolized -- if you just knew people were
wheezi ng and coughing but you haven't nade a diagnosis
yet, what would you use?

Lt COL. CHRI STOPHER: Eit her doxycycline or
ci pro.

DR. GARDNER: Well, 1 know that.

(Laughter.)

Lt COL. CHRI STOPHER: \Whi chever one we have

avai lable to us in the stockpile.
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DR. GARDNER: I"Il let you get away wth

t hat .

Lt COL. GARDNER: W need nore in vivo
data, nore animl data, clearly. That's why the in vivo
studies are clearly inportant. |In fact, a series of in
vivo experinments will be started here at USAMRIID this
August, testing sonme of these newer antibiotics against
t hese specific agents, using ani mal nodels.

DR. OSTROFF: And as far as the civilian -
- | nmean, you notice in the Push Packages that both of
them are included. [It's my guess that probably both of
them are going to get distributed.

DR. GARDNER: My synpathies to Dr. Ostroff
because you're going to have lots of kids and pregnant
wonmen and other people there who are not going to be
candi dates for either of your major drugs.

DR. OSTROFF: Right.

DR. GARDNER: Ergo, you' ve got to consider
sone other things in your package, | think, and | was
wondering --

DR. OSTROFF: We have grappled with that
I ssue about defining potentially in some of those
popul ations having criteria that are somewhat nore
stringent in ternms of assuring that people were in the

ri sk group that was exposed. Part of the problem is
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t hat you know you nmay not necessarily have that type of
information right off the bat.

DR. GARDNER: Again, going back to sone of
Lt Col . Christopher's data, and a little drug in that
situation, chloranphenocol, |ooks actually pretty good.

It's considered certainly safe for <children, and
except at term wonen, it's safe in pregnancy, and
except for the 1:100,000 enterological problens, which
m ght not ook too bad in the face of an aerosolized
ant hr ax or pl ague, pr obabl y deserves sone
consi derati on.

Lt COL. CHRI STOPHER: Vel |, you know,
everything has its pluses and mnuses. You Kknow,
availability as far as chloranphenocol is certainly an
I ssue.

DR. LaFORCE: Yes, you can't find it. You
can't buy it.

DR. GARDNER: If you decided to stockpile
a lot of it, you probably could get sonebody to rev it
up agai n.

DR. LaFORCE: I want to close this a
little -- we're just about back on time, but | want to
close it by reading the charge to the Conmmttee, the
charge posed, or the question posed, by Adm Clinton.

| read, in light of the need for the
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Department of Defense to mintain a high |evel of
readiness and to mmintain adequate stockpiles of
specific antibiotics, | request that the Arned Forces
Epi dem ol ogi cal Board conduct a review of antibiotics
approved by the Food and Drug Adm nistration that may
prove useful agai nst certain infectious biologic
war fare agents. This review should involve appropriate
consultation with the Centers for Disease Control and
Prevention staff, as they wll have very simlar
concerns regarding what is needed for the donestically
oriented National Pharmaceutical Stockpile for Medica
Response to Terrorism | ask the AFEB to provide
recommendations to this office on the nobst appropriate
antibiotics that would be indicated for the treatnent
of primary bacterial and rickettsial agents on the Bio
Warfare Threat List. Of greatest concerns are the
i nfectious agents causing anthrax, plague, tularem a,
brucell osis, glanders and Q fever. The recommendation
shoul d describe any precautions and contraindications
associ at ed wi t h t he adm ni stration of t hese
anti biotics.

| think that's the task to westle wth,
and | think Pierce has brought out very inportant --
there are exceptions with certain antimcrobials in

terms of individuals that can't be used.
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have in forward deployed areas, we

232

on No. 1 is we

do have famly

members, so the age does becone an issue for DoD. No

2 is, Dr. Lisa Ross from the CDC, is

willing to work

with the subcommittee on this issue. Steve stepped in

because Dr. Ross couldn't be here today

very capable and has been handling a | ot

, but he's also

of the issues.

And Lt Col. George Christopher, the good person that he

is, will be PCSing the end of July, but is willing to

work with the subcommttee on this issue wuntil he
| eaves.

DR. OSTROFF: Maybe we won't |et him go.
And let nme just make one quick coment, is that you
will notice in some of the things that | distributed
it's stanped "Draft", so please don't share them
outside of this room

DR. LaFORCE: Admral.

RADM CLINTON: | think for the purpose of
this, it m ght be useful to explicitly exclude
antivirals. It isn't entirely clear that the word

"m crobials" is used, but we're not wanting to suggest

that this is enough to do, we wll
antivirals at some other tinme.
DR. LaFORCE: Super okay.

much. This is really a great set of
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Let's go ahead wth the review of the Squal ene
manuscri pt and the question that has been distributed
that has to do with objective analysis of article
entitled Antibodies to Squalene in Gulf War Syndrone.
Stan Music, please.

DR. MUSI C: Unl ess you have serious
obj ections, | think I can be heard from here, and |'ve
got some things I'd like to --

DR. LaFORCE: Your call, Stan.

DR. MJUSIC:. Ckay, great. | worked on this
issue with Elizabeth Barrett-Connor and Phil Landrigan
and | learned a |ot about this paper and about this
I ssue.

One of the first things that | learned is
that the article was originally submtted to a rather
prestigious nedical journal, and that the reviewers had
had a fair nunmber of questions and criticism and
comments about it, and these had been communi cated back
to the authors. What happened is that the authors
published the article, wunchanged, in another journal
and, therefore, tit-for-tat, the paper was rejected and
they rejected the rejection.

There was also sonmething that | |earned
exi sted an article in Vanity Fair titled The Pentagon's

Toxi ¢ Secret, the subheadlines stating "Veterans Suffer
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From Debilitating Gulf War Related Illnesses, But The

Origins Have Remained A Mystery. A crusadi ng nol ecul ar
bi ol ogi st and internal mlitary docunents now suggest a
shocki ng scenari o. Pent agon's possible use on its own
soldiers of an illicit and secret anthrax vaccine".

| also becane aware of a GAO report to
Congressman Jack Metcalf and a clear record that there

was no squal ene containing vaccines that were given to

mlitary personnel in or around the Gulf War. And
there has also been a fair anount of what | would cal

much heat and little light, with a fair anmount of
di scussion that | referred to in ny own head as The

Squal ene Squabbl es, and that is probably one of the few
amusing things about this whole issue. It is also
amusing that the author's nane, Asa, is, in fact, a
mmenonic for the Anti-Squalene Antibody or the Anti-
Squal ene Assay, the ASA test that we're supposed to do
or think about here.
DR. OSTROFF: | nmean, there is no Panela
Asa?
DR. MJUSIC. There is, but her nane itself
Is also a mmemonic for the ASA. It's very interesting.
Anyway, the conm ttee has been given the charge -- and
everybody else in the room-- but only the Board itself

has been given a very rough draft of what Elizabeth and
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Phil and I wote as a review of the paper.

We tal ked about dose response, and we said
t hat none is apparent. In the figures of the Asa, et.
al., paper, there is no obvious dose response in
relation to the amount of antigen (squal ene) deposited
on the nitrocellul ose nenbrane. And dose-response
should be seen with respect to antigen and antibody
concentration, neither is shown.

Wth regard to the subject of controls:
Despite assertions and disclainmers in the paper, there
are no valid controls. For a valid positive control
one needs serum previously proven to contain antibodies
to squalene, only this can validate that the assay can
detect anti bodies to squalene. Wat the authors use as
and assert is a positive control are two sera from
I ndi vidual s reportedly vaccinated (either once or three
times) with an NIH trial vaccine containing squal ene.
The authors provide no pre-vaccination data to
denonstrate that the activity detected in their assay
was not present before vaccination with a squalene
adj uvant .

Negative controls are essential to prove
that the assay is not detecting sonething other than
anti -squal ene anti bodi es. M ssing are controls which

onmt serum containing the presuned antibodies or which
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omt the avidin-conjugated horse radish peroxidase.

Also mssing is a negative specificity control to rule

out non-specific binding of normal 1gG nolecules to
squal ene.

Wth regard to blinding: It is unclear if
t he i mmune researchers wer e bl i nd as to
illness/well ness status. The paper does assert at

several points that this is a blinded study, but it
remai ns possible that the critical elenent of know ng
the illness/wellness status or category may have been
known even if "...the identities or exact nunber of
sanples from each category was not nade available...",
as the paper itself states.

Wth regard to specificity: The question
is, does the ASA Assay specifically nmeasure antibodies
to squalene? In this type of blotting experinent, one
normally denonstrates specificity of the reaction by
bl ocking (or absorbing) the antibody with the antigen
(in solution). This is not denonstrated. Hence, it is
not possible to know what the ASA Assay detects. It is
a Western-blot type assay, and is either positive or
negati ve. Since the paper describes it being used in
only one dilution of patient serum (1:400), it seens
the assay can determne only whether "sonething" was

det ectabl e or not, and this "something”, whatever it is
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that it is detecting, is not presently definable.

Anti bodies to squalene, or to any other
substance for that matter, should be detectable across
a range of concentrations, so antibody assays are
normally constructed otherwi se, the nobst comon form
today being an enzyne-linked immunoassay (ELISA). The
actual level or concentration of antibody, ranging from
undet ect abl e to j ust det ect abl e t hr ough hi gh
concentration, should also have nedical/biologica
correlations and inplications, wth sonme threshold
point that correlates with the devel opnent of synptons
or di sease.

Ni trocel | ul ose i's a hi ghly reactive
substance that binds lots of things. The paper does
not show that the squal ene deposited on the nmenbrane is
actually still there at the end of the assay. For
exampl e, one could imgine that squalene could bl ock
the nitrocellul ose nenbrane | ong enough to protect the
dot fromthe mlk treatnment and then be washed out, as
pol yoxyet hyl ene sorbitan laurate is a detergent that
could renove a lipid like squalene. This could |leave a
naked spot of nitrocellulose to react with some other
pr ot ei n.

If this were a valid assay it should work

with another substrate (other nylon nenbranes, |ike
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| mmobi | on) .

Gven the relationship between squalene and
chol esterol, do these sera react with chol esterol? The
authors raise the question but don't answer it.

Can one actually rai se anti bodi es,
del i berately, to squalene? It is a compn conponent of
cells and should be present in ampunts that would swanp
out any squal ene-specific anti bodi es.

Well, as you can see from what |'ve said,
I'"'m not a real fan of this paper, and the comittee
felt simlarly. And we confined ourselves to the bhig
t hi ngs. When you first read the paper, you are

inpressed with the nunbers, and the results, when

di splayed in a graph, are pretty dramatic -- it's
basically either all or none. |'ve never seen a test
that does everything all or none. The depl oyed si ck,
t he vaccinated illness onset a few weeks later to years

after the war, 95 percent were ASA-reacted, and that's
the only deviation from either zero or 100 percent.

Zero percent of the deployed well, none out of 12
reacted, but 100 percent of the not-deployed sick, 8
out 8 reacted, 100 percent of the UK deployed but the
vacci nation status was not discussed, that's 3 out of 3
reacted. None of the 34 breast plants, both of the so-

called positive controls, none of the 70 autoimune
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di sease, and none of the 48 general public reacted.
well, we felt very strongly that we should
go beyond our mandate, which is to provide a critical
review of the paper, and we noved on to try and cut
t hrough all of the Squal ene Squabbl es about what this
test nmeasures and what it doesn't nmeasure and whether
it's done right or not in this patent-pending antibody

assay, and decided that there really was only one

question that was critically inportant: Does the ASA
Assay test clearly, reliably, and unequi vocal |l y
di stinguish people who are ill with Gulf War Syndrone
from people who are not ill with Gulf War Syndrone?

It seems clear that a definitive study
could be useful in answering this question. Let us be
clear that we are not discussing a study to validate
whet her the ASA Assay can detect antibodies to
squal ene. Rat her, we are trying to leap over this
i ntermedi ate obstacle and get quickly to the bottom
line -- does the ASA Assay distinguish people with GAS
fromall others, and, if so, with what specificity and
sensitivity? Many caveats and qualifiers would have to
be in place to assure neani ngful ness, and the foll ow ng
bulleted list can (and probably should) be wusefully
expanded and further refined to help assure that any

ensui ng study would be definitive. However, the nmain
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points of a definitive study wuld include the
foll ow ng:

Establishing a clear a priori selection
and exclusion criteria for cases and for <controls;
sel ection of participants, cases and control subjects,
by an independent ad hoc body or commttee, chaired by
a tenured academic from a well known nedical research
institution, such as but not to be restricted to,
Harvard or the Mayo Clinic; serological testing done in
a secure and absolutely blind manner with strict chain
of custody rules and docunentation; and a sufficient
nunmber of subjects to have statistical power for
specificity and sensitivity at t he 95 per cent
confidence |level or greater; and a study design with at
|l east two arns -- testing done as in the paper by the
peopl e who have licensed this patent-pending technique
versus testing done by one or nore lipid |aboratories
using standard antibody techniques such as enzyne-
i nked imrunoassay to detect anti-lipid antigens, such
as Carl Alving's l|laboratory. And Col. Alving is in the
audi ence today.

There are problems with the paper, and
it's amusing, the nore you get into this, the nore
niggling you can get. Look at Table 3, and | ook at the

colum | abel ed Deployed Sick, the first colum, DS,
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and it says percent who have the synptoms. Well, go

down to photosensitive rashes, which is the fifth one
down. Now, how do you get 25 percent of 38 people? |
don't know how you do that. Fifty percent | can

handl e, that's 19, but 25 percent? |It's either 9 or 10

DR. BARRETT- CONNOR: They rounded up.

DR.  MJSI C Well, they didn't round up
because 9 is 23.7 which rounded is 24, or 10 is 25.8
whi ch rounded is 26.

COL. DI NI EGA: They could have excluded
peopl e who said "don't know'.

DR. MJSI C: The point is that there are
lots and lots and lots of problenms in the paper, and
every time | re-read it | find sonething else. But we
tried to take the high ground, tried to offer the
critique that was asked for, and tried to get around
the inpasse that -- and the heat -- that has surrounded
this to take us to the other side wth the study
recommendati ons which the group may or may not accept,
that would tell wus definitively whether this test is
worth the squeeze. That's all | really wanted to say,
and |'m happy to take any questions.

DR. LaFORCE: Elizabeth?

DR. BARRETT- CONNOR: Well, it's a really
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nice review. I'm not sure that it's clear to everybody
that these are the only people who had the test, so
it's another Catch-22 is that you're either going to
have to get them to sell you their test, in which case
they will argue that you didn't use it right if you
don't find what they found, or get them to do it
t henselves with conpletely blinded sanples that they
don't know the identity, the Gulf WAr ness or
Depl oyment ness of the sanples, but | certainly think
you did a very good job of criticizing the main points.

(I naudi bl e.) The only thing | would change in the
written docunment is | wouldn't nmention potentia
i nvestigators or universities by nane. | think that's
appropriate and we shouldn't niggle over which would be
t he best people or place but, otherwise, | agree wth
it all.

DR. LaFORCE: | had a question when | went
over this. What happens, Stan or Elizabeth, if you
take squalene -- you have a rabbit and you sinmply
I nject squalene with either Freund's adjuvant, conplete
or inconplete, or squalene? Can you raise an |IgMIgG
response to squal ene, and can you neasure it?

DR.  MJSI C I'd like to ask Col. Alving to
definitively answer that question.

COL. ALVING We've done it. Injection of
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squal ene does not induce anti bodies to squal ene.

DR. LaFORCE: Because it is not antigenic?

COL. ALVING That's correct, just by
itself. Just injecting squalene oil into a nouse w |l
not induce antibodies to squalene wunder conditions
where -- | should point out that ny I|aboratory has
devel oped an alternative enzyne-linked i nmmnoabsorbent
assay for squalene wusing -- and we have actually
succeeded in creating nmonocl onal antibodies to squal ene
as positive controls. So we have an assay where we
believe we can actually detect antibodies to squal ene
and we have found nmethods for imunizing animls so
that we can induce antibodies to squal ene. We | ooked
at eight different methods for inmunization, one of

whi ch was injection of squalene, and it does nothing at

all -- flat zero.
DR. LaFORCE: Because it's normally
present in sera. That nmeans that you nust either

change an epitope on the squalene itself that's
recogni zed by a T-cell, or what changes? \hat do you
have to alter on the squal ene?

COL. ALVI NG We put potent adjuvants in
together with the squal ene. Li pid-A, for example --
but Lipid-A plus squalene also did not do anything. So

what we did was we used |iposones containing Lipid-A
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with squal ene, and you have to have a huge anmount of
squal ene, and there you can get antibodies that wll
react wth squal ene. There are, to a nuch |esser
extent, certain kinds of enulsions if you put Lipid-A

as an adjuvant in the enulsions where you can get

anti bodi es to squal ene. But nost enul sions thensel ves
also will not induce antibodies to squal ene. It's not
easy. It's not very inmunogenic.

DR. LaFORCE: Steve?

DR.  OSTROFF: Does anyone know anything
about this supposed NIH trial that used squal ene when
these two individuals came from and whether or not
there actually was such a trial, and did these people
have sone side effects?

COL. ALVI NG | could definitely answer
that. The trial was using the so-called M59 adjuvant
that's manufactured by Otyron (phonetic), and | believe
it was in the herpes sinplex Phase 3 trial that they
were |ooking at where they were using the squal ene-
contai ni ng adjuvant, and there was -- out of sonme nmany,
many thousands of people, there were a couple of people
who had illnesses and they selected those two people.
Actually | believe there were two people, maybe one
person, who had a problem But that adjuvant now has

been approved -- that contains M59 that has squal ene
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in it has been approved and licensed in Europe with an
i nfluenza vaccine called Fluad (phonetic). In the
current influenza season, there have been 500, 000 doses
of Fluad that have been distributed, and it's estimted
t hat about 2- 300, 000 of t hose doses have Dbeen
adm ni stered in Europe, particularly in Italy, | guess,
although it is now Ilicensed in France, t oo, I
under st and.

DR. OSTROFF: The second question | would
have is -- |1 don't know what the potential working
relationship is with these individuals, but has there
been an offer to provide blinded specinens to them to
see whether or not the results would be reproducible
with some other specinmens?

DR. LaFORCE: | don't know. Anybody?

CAPT. TRUMP: This is Dave Trunp. Not

that 1'm aware of, not fromthe Health Affairs |evel
Dr. Alving?

DR. ALVING | had a conversation with Dr
Garry about a year ago by telephone, and | offered to

cone down to his laboratory and to bring a colleague
from ny |aboratory, to learn how to use the technique
and they seenmed very agreeable to that, to having us
comne down and learn the technique if we wanted to do

that. So, from that standpoint, they seem agreeable to
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col | abor ati ons. Whet her they would agree to a blinded
study or not, | don't know.

DR. LaFORCE: David.

CAPT. TRUWP: Yes, the Gulf War issues are
within our office at the Assistant Secretary for Health
Affairs cone under Dr. Mazzuchi. Dr. Rick Riddle is
the point of contact on this request to the Board for
this review He was not able to be here today and j ust
asked me to pass on his main concern, which was that
the request was one of four, and a review and an
obj ective analysis of the article, which he felt was in
the draft that Dr. Diniega provided earlier, was
addressed in the first part, does express sone concerns
which | echo regarding the step to nmaking a
recommendation for additional studies, especially in
the context of the ten years worth of work with CGulf
War illnesses, sort of a nore structured approach to
requesting research to help enlighten us along the
issue of illnesses among Gulf War veterans which has
been coordinated by the Research Wrking G oup, an
i nteragency group under the Persian Gulf Veterans
Coor di nati ng Board.

" m not going to say it's not hel pful, but
it really has to be -- | think the Board needs to weigh

with care maki ng a recomrendati on, a specific
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recommendati on for a specific study of this test or any
other test, and it basically has to be in light of the
science that we are aware of that's been presented
here, whether this is sonmething that is worth the
investment of DoD's tinme and dollars to do. And |
think what is in that second section is of value. What
I mght ask is a consideration of listing what the
requirements would be for doing such a study |I|ike
you' ve done, and the chall enges.

One of the very first questions is, define
for us what is the case definition for Gulf War
Syndr one. | don't think DoD, VA, or Health and Human
Services has a case definition yet for @ulf War
Syndrome. We have in various studies |ooked at chronic
multiple synmptom illnesses anong Gulf War veterans,
that is a synptom based determnation. It would really
have to be very carefully thought out about which
popul ati ons were studied as cases and controls in such
an effort. So that was just a concern, and one
possi bl e consideration being is to answer the direct
charge, and then as a second report or a second -- a
follow-up or a second report about recommendations for
what could or could not be done to further |ook at this
I ssue.

DR. LaFORCE: But it would conme down to,
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one, on the basis of the review, and |ooking at

t he

paper, none of us would have any confidence that this

is measuring anti-squalene antibodies. That's point

one. So | think that woul d address very clearly one of

t he questions that's being posed.

| do think, though, that the suggestion

that was provided by the review group was, wait a
second, even if we're not even talking about anti-
squal ene antibodies, if there's sone nystery conpound

that seens to be sorting disease versus nondisease,

wel |, for heaven's sake, let's not mss sonething that

m ght be there, and if there is a serum bank or a bank

of these particular individuals that properly coded

could be sent, that you could answer that particular

question quite easily. And if that's junping ahead,

t hen, okay.

CAPT. TRUWP: I think the question

is

quite weasily -- we preclude this wth issues Iike

mycoplasma and the ability of a test to detect

mycopl asma as being the objective marker of Gulf

War

illnesses. It is not easy, and we still don't, after

several years worth of effort pursuing that effort,
not sure we have an answer, that the test that
being proposed to |ook at mycoplasma has gotten

anywher e.
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So, | think the issue is one of what
you're proposing | don't think is easy, especially with
all the caveats with doing the study.

DR. BARRETT- CONNOR: | feel that this is
not a difficult thing to do. If they will either do
the test thenmselves on blinded sanples, that's the
easiest way to say whether this test, whatever it
measures, IS associated with the people who say they
are sick. And that's where we are with all the other
studies, and it seens to ne that it would be relatively
cheap to put a stake through the heart of this idea, or
it will be true, in which case it wll be extrenely
i nteresting whether it's squal ene or not.

| think that the mlitary is in a very
funny position, if you find a paper which to the naive
reader | ooks as inpressive as this, wthout the
headl i nes, just | ook at the graphs, and then nothing is
done about it because we can't decide who's got
di sease. And it seems to nme they couldn't decide
ei t her. | don't see any harm in giving them a snmal
number of sanples and seeing if they can replicate.
This isn't a huge study, to see if you can get the sane
results tw ce.

CAPT. TRUMP: | just want to clarify that

we' ve not done nothing, there has been through requests
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s, funding has been --

DR.  BARRETT- CONNOR: Well, | understand
where you're coming from but | guess we felt that
after all we are only an advisory commttee, so we
should be able to recomend sonething. You are not

forced to do it. And we just thought that the way to

get around
anti bodi es,

experi ment al

the question, not whether it's squalene
not whether it was associated wth an

vacci ne, but whether they are really

measuring sonething that picks up people who are sick

conpared to

peopl e who say they are not sick. If they

can't replicate that, that would give, | think, people

a |lot of

pause about pursuing this in sone nore

el aborate way. So it was a recommendation. | nust say
that | find the -- we did separate -- and this was your
idea -- Stan's idea was to separate the review fromthe

reconmendat i

half if you

on part so that you can ignore that second

li ke, but I feel as a nenber of an advisory

commttee who spent a long time reading that paper,

that it's appropriate to make a recommendation as a

menber of
recommendat i

bit strange.

(202) 234-4433

an advisory board, and | find the

on that we don't make a recommendation a

DR. LaFORCE: Adm Clinton.

RADM  CLI NTON: I'"'m also new to this
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subject, but I"'mrem nded in |ooking at Dr. Mazzuchi's
letter that this was a request which generated in part
because Congressman Metcalf requested this objective
analysis. So that neans everything that's stated about
this is going to go back to the Hill. Now, if the
research could be undertaken, there are various ways to
develop it, (Inaudible) but certainly if we put it into
Congress' hands it wll explored even further, which
makes it far nore conplicated. (lnaudible.) So | nust
admt to sonme reservation to putting additional
requi renments in this ot her t han neeti ng t he
Congressman's nost i nmedi ate requirenent.

DR. OSTROFF: Well, all | can say is, that
as a long-term veteran chronic fatigue syndrone, |
nmean, we've had many sinmilar circunmstances where people
have proposed various <causes of chronic fatigue
syndrome, and generally when they do them then that's
the way that we pursue it, which is that we try to

i ndependent|ly reproduce the findings, and if we can't,

we try to work with the |aboratory. | realize the |ong
hi story of mycoplasma but, | mean quite frankly, I'min
agreement with Elizabeth in that | would be sonmewhat

unconfortable with the Board basically sinply saying
that we really seriously question the science that went

behind this article wthout making some sort of a
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suggestion about how to potentially see your way

t hrough getting through those issues. I mean, | think
as a Board nmenmber | would be a little bit unconfortable
with that.

DR. LaFORCE: May | ask the people, does
anyone have any experience with this Jour nal ,
Experi mental and Mol ecul ar Pathol ogy? | personally
didn't have any experience with it at all. Have we got
sone basic biologists in the roonf

DR. MJSI C: The chem sts that | consulted
read this journal. It is not at the highest level in
their regard --

DR. LaFORCE: But it's also not --

DR, MJSI C: -- but it's also interesting

that when the authors published the paper in that

journal, it was as an invited paper. Yes.

DR. LaFORCE: What ? This wasn't peer
revi ewed?

DR. MUJSI C: | was not -- well, | think it

was peer reviewed, but it was not peer reviewed perhaps
with the same --

DR. LaFORCE: | want to know, because an
invited paper is all together different --

DR. BARRETT- CONNOR: Not necessarily.

DR. LaFORCE: Now, those of us who have
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done editing in journals know that that's entirely

di fferent.

DR. MJSI C: That's the information | was
tol d.

DR. WALDMAN: | wish that were the case.
Some of the journals to which | submt invited papers

and then don't get --
(Laughter and sinmul taneous di scussion.)
DR. LaFORCE: W' ve got sone hands here.

" m sorry, Col onel?

COL. ALVING Yes, | -- first of all, with
respect to that, | believe it's a peer reviewed paper,
but | believe it was also an invited paper. |'ve heard
that same thing. So they invited it and then peer

reviewed it.
|"d just like to give some aspect of this.
|'ve been working in |ipid-immunology for nore than 30
years now, and when | went into this, | went in wth
the idea of is it possible that squalene itself, that
you could induce antibodies to squalene. And the
results of our work -- and we have sent this off for
peer review, incidentally to a scientific journal --
but we actually have created nonoclonal antibodies to
squal ene, and so that tells us that it is possible to

i nduce anti bodi es to squal ene.
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| agree with all of the comments and
criticisms that the commttee mde wth respect to
this, but I would like to add one additional thing, and
that is that the question arises as to whether these
antibodies, if they are antibodies to squalene, if
t hese things, whatever they are seeing -- whatever this
nonspecific stuff or specific stuff, whatever it is --
If this occurs in normal humans who are not sick? And
the answer to that is yes, it does. They sinmply --
they admt that. They sinply deleted it out so that it
says in the paper so that they could optimze the thing
so that they could only look at illnesses. It does
occur in normals where you can see this kind of
reaction, and they admt that.

So, in ny view, it is possible that they

just have, for whatever reason, they've inadvertently

or through sonme brilliant insight or whatever, have
| atched onto a phenonenon that can distinguish illness
of a certain sort versus lack of illness. So, the --
it is -- it's possible that if you were to give a

sanple of people who have "@ulf War Syndronme", who
have, let's say, some particular kind of autoinmmune
di seases, that in fact it may give positive results,
whi ch woul d pour fuel on the fire in addition to that.

So, the, it is, | think it is equally useful to get
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peopl e who have these kinds of illnesses but who have
not been in the @lf and who don't have any Gulf War
connections, to see whether or not this is sonething
that sinply happens in the normal population and that
this is a marker that could be done.

DR. BARRETT-CONNOR: It could, in fact, be
a marker for stress. | just heard a really interesting
report by sonebody -- sone National Acadeny of Science
person whose nane escapes nme that's working with Jack
Rose data, |ooking at wvarious types of stressors and
showing this huge nunber of <changes in immunol ogic
reactivity to a lot of things, including lipids, in
peopl e who self-reported thenselves as being stressed
conpared to people who didn't. So they may have found
sonething, and | think if they found sonmething and it
takes ten years to show it and we didn't say at this
neeting that we think that it should be |ooked into
| ook pretty stupid. We just |ook sort of |ike the RAND
paper we |ooked at |ast week -- not that bad -- but |
mean, | really do think that we have to make sonme ki nd
of a comm tnment about what we think they should do.

DR. LaFORCE: Ben is a very wise man and
has suggested, | think, an appropriate conproni se, one
that | think could address the issue that is going to

flow back to Congress by sinply proposing two responses
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-- one response that frankly is more the Congressional
response, and then a second response back to Adm
Clinton that addresses the nore cerebral aspect, the
nore investigative aspect of what the AFEB wants. I
just sort of toss that out.

The second thing, though, if there is a

marker in terns of autoimune disease, | think they
t hought of that, too. And one of their tables is --
they were pretty careful in |ooking at SLE patients

chronic fatigue patients, and they've got a --

DR. MJUSIC. None out of seventy.

DR. LaFORCE: Yeah. They had a fair
number of i ndividuals. And at the dilution that was
used as the cutoff point -- Lord knows what happens to

the data at 1-200, but at 1-400 there appears to be
sonme sort of sorting, or sonething that's present in
sone sera that's not present in others.

The problem again that | have is, | have

no faith at all that this has anything to do wth

squal ene.

DR. MUSIC. So what?

DR. LaFORCE: Wwell, if you go back to the
congressional -- that letter from that Congressman in
t hat packet of stuff, | nmean, he was absolutely fixated

on some sort of coverup agai nst anti-squal ene anti body.
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So | would say for sure the response that we woul d
send back fromthe AFEB is, nunber one, the AFEB has no
confidence that we're talking about anti-squal ene
anti bodies in this particular paper, period, for the
foll ow ng reasons. Again, there is no gold standard
anywhere in this. The gold standard of these two
i ndividuals who received these doses of squal ene-
adjuvants in NIH trials done years and years before. |
have no way of know ng what that neans.

COL. ALVI NG Il would |like to point out
again that the Kyron Corporation has now, in their
Phase 3 trials prior to introducing the M59 that
contains a huge amount of squalene in humans, they
conducted trials in 18,000 people. And in the current
influenza trial, they have admnistered nore than
200, 000 doses. The Kyron Corporation has huge anounts
of sera in their freezers that could be exam ned for
I mmuni zati on and post-imruni zation, to see whether, in
fact, injection of squalene per se induces antibodies

to squal ene and, nunber two, as to whether or not it

does induce antibobies to squalene, is there any
correlation with illness.

DR.  MJSI C And | think, just for the
record, Marc, | think it is accurate to say that we
don't know what this test measures. I  would be
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unconfortable saying that we have no confidence that
this neasures is anti-squalene antibodies. | don't
know what it nmeasures. | end up with a question nmark
rather than a certainty of what it does or does not do.

DR.  BARRETT- CONNOR: I don't think it
matters very nmuch because the carpet rolls up tight
around it.

COL. DI NI EGA: I'd like to make a couple
comment s. One is there is no -- |1 don't think anybody
has defined Gulf War Syndrone as a syndrone. That's
one. Two is, | think the general question is, is there
a marker for Gulf War Syndrone?

DR. WALDMAN: There nmay or may not be, and
it may or may not be squal ene, although it doesn't | ook
like it. But Marc has said, Dr. Barrett-Connor has
said, and we've heard from others that the one thing we
can say from this paper, at least on a first -- |
haven't read it as many tinmes as -- | wll never read
it as many tinmes --

(Laughter.)

DR. BARRETT- CONNOR: Good t hi nki ng.

DR. WALDMAN: -- but at least on a first
reading, it seenms to sort something from sonething el se
at particular dilution. W don't know exactly on what

basis it's doing that, but it seenms to be doing that,
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and | think that we, one, woul d be reasonably
confortable in making that positive assertion, and it
doesn't sound like it's wunreasonable -- to ne, it
doesn't sound as if it would be unreasonable to go back
to these investigators in a blinded fashion with sera
representative of different things, sone people who
perceive thenselves as having sonething relatively
undefined that they <call @lf War Syndronme, other
t hings, other healthy people, and seeing if in nore
formal fashion that satisfies our criteria these
i nvestigators can continue to show that sorting
phenonenon. I think that would be a really positive

contribution with a very fuzzy science surrounding this

whole thing if they could. It wouldn't answer any
questions, we would still have to go beyond that and
find out why they are able to sort these illnesses from
these nonillnesses. We still wouldn't be closer to

know ng that. But | don't see the difficulty in posing
it in a nore positive light on the basis of their
current findings that they haven't taken far enough.
Now, I'm not totally naive to the
sentiments regarding whether or not it needs to go back
to the Congressman and so on and so forth, but | do
| ean sonmewhat in favor of presenting our findings and

our recomendations in a positive fashion rather than
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giving even a hint of a notion that we've read this
paper and we think it's sort of kind of all right, but
we don't really want to say that.

DR. LaFORCE: Davi d?

CAPT. TRUMP: | guess one question would
be is, if we do that, if you find sonething that does
sort, what is the next step? Wat does that nmean?

DR. LaFORCE: No, no, that's incredibly

inportant. Until that avenue, when followed, |eads you
nowhere, | think that's a whole new -- | mean, that's
why people do research. Cone on. If you follow that
into a whole new toxin, that's very exciting. That's

worth a grant, or at |east a grant proposal.

DR. ANDERSON: | just want to weigh in on
it. | think if we're going to do the two parts, they
ought to be together. | could see nothing worse than

sendi ng one report to a Congressman and then not send
another report that's also been -- he's going to say,
"What did the AFEB say", and you say, "This is what
they said", when, in fact -- so, you can't -- | think
t he decision has to be to just go with a review of the
paper, which is not traditionally what this group has
really done, it's to provide advice. So, | think if we
want to refine what the recomendation is, | don't

think to do it separate and then try to bury it. I
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DR.  LaFORCE: The reason why | was

smling, | think that's pretty w se advice because if

you foll owed the nature of the correspondence that cone

back from that Congressman -- | don't know who the
Congressman i s, but, boy -- one word that |eaps to m nd
i's "pugnaci ous". |'ve never seen anybody who was so

broiling for a fight.
DR. ANDERSON: They're al
(Laughter.)

DR. ATKI NS: |  wonder

li ke that.

if our -- 1I'm

sensitive to Dave's concerns about commtting them to

sonet hi ng. | wonder if our recomrendat

sort of a two-step recommendation, the

ion couldn't be

first one being

what | would hope would not be so resource-intensive

just to see is it really 95 percent
however you define them positive for
think sonme of us have suspicions about

bl i nded, you know, at that |evel.

of a sanple of
sonet hi ng. I

were these even

DR.  LaFORCE: You've got a list of

synpt ons.

DR. ATKI NS: If it failed
then you can say this isn't even wort
then -- but then to say at |east

confirmation of -- independent confir
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ki nd of sorting, and then leave it up to groups who a

re

trying to decide what really should be high priority

for research.

DR. BARRETT- CONNOR: But that actually
all  -- | mean, perhaps too many details on t
replication, but the recommendation is -- the fir
recommendati on you make for any oddball finding, see
you can replicate it. That's all the recomendati
is. We don't need to spell out all that other stuff.
think it's a cheap, quick study, and | bet they can
do it. But if they can, then we've got a whole n
bal | gane.

DR. BERG Bill Berg. The tenor
Congressman Metcalf's correspondence is that he thin
this is a great study and why isn't DoD clinbi
onboard. And | don't think he's going to buy
anal ysis, no matter how objective we think it is, th
says this is not a -- that there are a lot of flaws
t he study. I think the only way to nmove forward
this is to do as the panel has recommended, and if,
who knows what reason, it turns out that they c
reproduce the findings, then it can be pursued and,
not, that may end it or it nmay not.

DR. LaFORCE: |It's after 3:00 o'clock, a

|'d like to propose a couple of things. Number one,
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think the Board owes a huge debt to the group that

reviewed this. I reviewed this paper. | read it the
first tine. | said, "What the hell am | reading?"
This is one where you go through a couple of tinmes, you
have to sort of wunderline it. It's not that well
written, this one. And so for the group and the
subcommittee on the part of AFEB, this was hard work

(Appl ause.)

Secondly, | do think the -- what's slowy
percolating through nmy head is we do have an advisory
responsibility, and | think the subcomm ttee, perhaps
with some massaging in terns of what's been put there,
per haps taking sone things out about wuniversities and

specific investigators, that kind of stuff, but | think

you all have provided us a splendid nucleus of
sonething that can be massaged, and | think a
recommendation, to go on a bit further -- David, as
much as | know you're not going to like this -- |

honestly think, from a scientific standpoint and from
an epidem ol ogic one, is the quickest way of sorting --
of answering the question, does this sort for disease
or does it not? And then if it does sort for disease,
t hen, boy, this could be the nobst wonderful advance

and if it doesn't, than it's finished, let's nove on,

and let's put this one to bed.
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So, with those thoughts in mnd, let's
take a break -- I"'msorry -- Ben?
COL. DI NI EGA: Just a coupl e of

announcenments. We're going to take a break and then --

DR. LaFORCE: ©Oh, wait a second. Those of
you who ate and didn't put any noney in, put sone noney
in.

COL. DI NI EGA: For the breakout for the
subcommittees, which is the last thing on the agenda
for the day, and then there's people that wanted the
tour, we can do that at the end of the day.

| guess what | heard Dr. LaForce say is
that the issues are going to be the ergonom cs issue,
which will be -- two subcomnmttees will work on that,
the Health Pronotion and M ntenance and Environnental
Occupati onal Heal t h, and that's in the Doctor's
Conf erence Room on the second floor -- who works here
at RIID? You know where that is, George?

VO CE: You're tal king about on the second
floor?

COL. DI NI EGA: Yes, that's what he said
was the breakout room

VO CE: The Toxi col ogy Conference Roonf?

COL. DI NI EGA: Al I know is the

conference room on the second floor, holds about 25
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people. And so the ergonomics issue will be with that
group, and then | guess the whole Board has to,
tonight, review the draft from Dr. Misic and cone up
with recommendations for changing it, and we have to
approve this thing as best we can tonorrow, and the
final massage can be done through e-mail.

And then the Disease Control Subcommttee
will stay here, and they will handle the BW Agents and
Anti biotics |ssue. And if we can neet back here at
5:15 --

DR. BARRETT- CONNOR: Health Promotion is

goi ng with ergonom cs?

DR. LaFORCE: I thought that there was
enough there. |If you don't think so --

DR. BARRETT- CONNOR: It's all right wth
nme. I don't know anything about ergonom cs, |'m happy

to go al ong.

(Si mul t aneous di scussion.)

DR. LaFORCE: If you |ook over that
docunent, what's being suggested in ternms of that
action plan, | think that's pretty conprehensive and
pretty inportant.

DR.  BARRETT- CONNOR: But it seens to ne
that it's an artifice at this point to have Health

Pronmoti on and Ergononi cs separately, so |I'm happy --
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DR. LaFORCE: Put it together, and then

we'll talk about the BW antibiotic -- Disease Control
will be here, and then let's neet back here at 5:15.
So if you take your break, that would give an hour and
ten, hour and 15 minutes. So, let's neet back here at
5:15 to cl ose out.

DR.  BARRETT- CONNOR: Do you think we'll
need that nmuch time? |It's very |long. It's already a
| ong day.

COL. DINIEGA: We could do it at 5:00.

DR. LaFORCE: You want to do it at 5:007?
| knowit's long for you, you've been up since 2:00.

COL. DI NI EGA: 5:007?

DR. LaFORCE: Let's neet back here at

DR. ALEXANDER: Could you explain what's
happening with dinner and neeting again tonight, just
so it's clear.

DR. LaFORCE: | think if the homework is
done at the neeting sessions thenmselves, | don't think
there's going to be any need for any neeting, any
formal neeting this evening. Usual | y what does happen
is, when we do get together, there is business that
ends up getting transacted through nost of the evening

as it relates to AFEB. In ternms of dining stuff, when
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| drove in the other night, there must be 20 places --

COL. DI NI EGA: I do have sonme
recommendat i ons, and what happened in the past is that
peopl e woul d congregate in groups and go out to dinner,
but Dr. Al exander used to live around the area, so she
knows a |ot of good restaurants, too. But there's
Dutch's Daughter, Francesco's, Red Horse Steak House,
Ledo's Pizza, and a whole slew of other things. So
when we form back at 5:15, we can find out who wants to
get together for dinner.

DR. LaFORCE: Okay. Why don't we do that
at 5:00 o' clock.

COL. DI NIEGA: And anybody who wants to go
with the issue and help the group discuss the issues
and draft up sonme recommendati ons, please do so. Any
questions?

(No response.)

So we'll neet back at 5:00 after the
subcomm tt ee neeti ngs.

(Whereupon, at 3:25 p.m, the neeting was

recessed, to reconvene at 5:00 p.m)
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VEETI NG OF THE DI SEASE CONTROL SUBCOVM TTEE

(3:40 p.m)
DR. LaFORCE: Steve, |I'm chairing your
meeting as a poor substitute.
DR. OSTROFF: Well, | don't want to take

Ben's chair.

DR. LaFORCE: No, no, no. W were talKking
about -- what's his first name -- Fukuda?

DR. OSTROFF: Kaji .

DR. LaFORCE: \here is he now?

DR. OSTROFF: He's at CDC, he runs --

DR. TSAl: Who is the woman who hel ped him
organi ze the study -- the serologic study to |ook for
speci nens?

DR. OSTROFF: Serol ogic study?

DR, TSAIl: Yes. There was a panel of
speci men - -

DR. LaFORCE: Not Nancy Cox.

CAPT. TRUMP: The JAMA publication.

DR. OSTROFF: That was a study that grew
out of a specific -- this is a person in Pennsylvani a,
if I remenber correctly, and it was done as an EPI aid.

So this was an extended EPI aid where there was a | ot
of assistance from the Air Force because the mgjor

conplaints basically cane from a unit that was an Air
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Force unit in Pennsylvania, and so they went through
fairly extensive activities to eval uat e t hese
i ndi vi dual s, do standardized exam nations, col | ect
speci nens, et cetera. And | think, if | renmenber
correctly, they had three different control groups
because this was a fairly unique group of individuals,
and so they had one control group from another | ocation

I n Pennsylvania, and then because of the particular

role that these individuals had in the Gulf War -- they
were a tactical -- | forget what the term is -- but
they did counter -- | think they dropped |like leaflets
and things |like that behind the lines -- there were two

control units that they got in Florida as well.

DR. TSAI : Do you know whether there were
remai nder s?

DR. OSTROFF: Onh, yes, there are certainly
speci mens that remain.

DR. LaFORCE: Because one of the questions
we cane up with is that his particular study was one of
a few studies where actually they' ve defined using a
case definition, who is what within those categories.
If those sera are still available and if he would be
anenable to becomng involved in this -- boy, you're
tal ki ng about cutting through a lot of stuff fairly

qui ckly if t hat serum set along wth all t he
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information he's collected, then beconmes the sort of
test for the Asa bunch.

DR. OSTROFF: If | renmenber correctly --
because the initial part of the investigation was done
as an EPI aid and the subsequent parts of the
I nvestigation were done as basically an |IRB approved
research -- and if nenmory serves nme correctly, we

actually got Ilarge anounts of specinmens from these

individuals, and |I'm pretty sure that those materials
are still in existence.

DR. LaFORCE: Could you find out from
Kaji ?

DR. OSTROFF: Yes.

DR. BRADSHAW This is the sanme study that
they did | ooking at the anti bodi es for BOT- TOX?

DR. LaFORCE: Yes. And wouldn't it be
neat now, just because you have all that other data
you're just sort of adding the one test.

DR. BRADSHAW  \What would be particularly
interesting, since anthrax is the big question, is
whet her there is any correlate at all between so-called
anti bodi es and --

Lt COL. GRABENSTEI N: There were only ten
or 15 people who tested positive for anthrax antibodies

in that group in his study, as | recall. So the
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vacci ne exposure would be small anong that group, for

what that's worth.

DR. OSTROFF: Well, when you read this

article -- and | sort of had the sane response that

everybody else had in terms of reading this article --

I nmean, there was the suggestion sort

that it was somehow related to getti

of built into it

ng all of these

vacci nes, but again I think we ought to look at it as a

potential assay that in some way, shape or form can

di stingui sh people wth whatever the

syndrome happens

to be versus people that don't. And, again, these

i ndi viduals were relatively well char

acteri zed. They

are not sort of a random sanple from the Gulf War

Syndrome Registry or something |like that, but they are

probably anmong the best defined individuals that have

been eval uat ed.

LCDR. JOHNS: | do have one observation on

this paper. They did inply the vaccine in the early

parts of the paper, but on the | ast

colum m dway down, saying there was

squal ene was in any of the vaccines

menmbers which, in my honest opinion

sane category as used car sal esnen.
(Laughter.)

DR. LaFORCE: Put it this
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successful wused car sal esnmen because they' ve gotten us
to tal k about their data. Okay. What | woul d suggest
is ook at this draft -- | think the idea of Fukuda, as
we're |ooking at this section here in ternms of
suggestions, sort of considering making a suggestion
about an already defined set of sera, and perhaps not
menti oning any nanes, but at |east suggesting that a
defined set of sera, rather than having to go back and
then going through a very, very conplex process to
identify sonething, that m ght have nerit.

Ckay. |'ve finished ny poor substitution.

Now it's up to you.

DR. OSTROFF: Sorry, I was on the
t el ephone, but --

CAPT. TRUMP: The other potential set of
sera is froma CB study that Greg Gray at Naval Health
Research Center did. | don't know if they have any --

DR. LaFORCE: When was that study?

CAPT. TRUMP: It's the same tinme frane.
The data collection was '94-'95.

DR. LaFORCE: If you know of a set of
sera, | really think that mght -- that thing is going
to drive ne crazy.

DR. OSTROFF: Okay. It seens |ike the

maj or task, at least for this neeting, is to try to
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deal with the issue that was posed to us concerning the

selection of antibiotics for use in the field for BW
related issues, and | can -- |'m |looking through these
-- try to specifically find the request from Adm
Clinton -- | have it here.

Basically, it says "Request a review and
prioritization of biological" -- it says "The AFEB has

been very helpful in reviewing and prioritizing threat

agents facing our Armed Forces, though we

review of the antim crobial drugs.

require a

"In light of this need, there's a request

that the AFEB conduct a review of antibiotics approved

by the Food and Drug Adm nistration

useful against certain infectious biological

that my prove

war f are

agents", and | note the very specific |anguage approved

by the Food and Drug Adm nistration, but that doesn't

necessarily mean approved for that specific indication.

And they "ask AFEB to provide reconmendations on the

nost appropriate antibiotics that would be

for the treatnent of the primry

bacteri al

ri ckettsial agents on the Biowarfare Threat List.

greatest concerns are the infectious
ant hrax, plague, tularenm a, brucellosis,
fever".

Now, one thing | do think
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point out is that tonorrow we are going to have severa
presentations about sort of an update on the Threat
List, and that conceivably nmay alter some of the
potential agents that we may want to | ook at. But I'm
goi ng to presumne, unl ess sonebody has ot her
information, that there probably isn't a trenmendous
change in some of the list of prioritized agents based
on what we my hear tonorrow. I'd be interested in
hearing tonmorrow whether or not there's sonme updated
information concerning the issues of antibiotic
resi stance, which | think obviously would have sone
I mpact on what sone of the recommendati ons may be.
Fortunately, as was nentioned just before
the break, there are a couple of people, including Col.
Chri stopher at |east for the next month or so, as well
as Lisa Ross in ny office -- for those who don't know,
the way things are structured at CDC is that the NCEH
the National Center for Environnmental Health, basically
does the admnistration and the technical i ssues
regarding the stockpile, but the scientific input into
what goes into the stockpile cones from ny Center,
which is where the Bioterrorism Preparedness and
Response Activity is located, and Lisa has been
basically the point person in that activity. And so

when Ben approached ne, she was the person that |
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recommended woul d probably be nost hel pful to the Board
in terms of how the deliberations were done for us to
cone up with the recomendations that we have up to
this point in ternms of the materials that are in the
stockpile. So I think Lisa will be quite hel pful.

And it specifically says here they would
like to have our evaluation within 60 days of this
neeting, so it does give us sone tine to put that
assessment together.

So, | think with that, let me just --

COL. DI NI EGA: I have a comment first.
The 60 days, if the subcommttee feels that they need a
face-to-face, we can do that; otherwise, it can all be
done via e-mail or teleconference. But if there is a
need for a face-to-face at |east once before it goes
out and we've finished up via e-mail, then | need to
know so we can arrange the tinme and pl ace.

DR. GARDNER: Does the shelf-life of these
differ, since essentially we're |ooking at quinolones
versus doxycycli ne. I know there's a 25-fold
difference in cost. \What about the shelf life?

DR. OSTROFF: Wel |, sonmebody from DoD may
want to comment on this, but the shelf |ife issue isn't
as big of an issue for Dod as it wuld be for wus

because we don't have people that we, on a day-in and

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

277

day-out basis, prescribe ciprofloxacin and prescribe
doxycycline for, which DoD does. So ny assunption
woul d be that they would rotate.

Lt COL. GRABENSTEI N: As a pharmacist, |
would say -- | don't know the specific for these drugs,
but the standard woul d be three or four years.

DR. BERG Bill Berg. There was recently
a study, though -- at least | read in the paper of the
| think it was the DoD Shelf Life Conmttee that | ooked
at sonme of the drugs, and that shelf life is actually
years | onger. In fact, for some reason, cipro sticks

in my mnd as being incredibly |ong.

Lt COL. GRABENSTEI N: It was in the Wall
Street Journal, actually, as a good story of the
Governnent saving noney, and what | know is from what

was in that study, but there's folks at the U S. Arny
Medi cal Materiel Agency here in Detrick who coordinate
those testing prograns.

DR. BERG If we can piggyback onto that
information, the shelf life mght not be as nuch of an
I ssue.

DR. OSTROFF: Ted.

DR. TSAI: Are there other prophylactics
for chemcal warfare, other nedications soldiers are

likely to take that mght interact either as inducers

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

278

of P450 enzynes or other kinds of interactions that
need to be considered?

DR.  WALDMAN: In regard to your coment
about cost, | was wondering when cipro -- | think it's
comng up real soon now, in fact, that the price is
likely to drop precipitously in the very near future.

DR. OSTROFF: For those who may not have
heard, he was tal ki ng about when cipro goes off-patent,
and once that happens, clearly the price will decrease
significantly, as it has with many other drugs, and as
we were talking this norning with hepatitis-B, when
many of the cost-benefit analyses were done, they were
done at a time when the vaccine was nuch nore expensive
than it is now | don't know the answer to that.

DR. LaFORCE: That's a good point, though,
because it's not like this is going to go away, and --
it's a bit silly to make a very inportant decision when
the end of patent is going to be over in a year or year
and a half or a couple of years because that |ust
di sappears as an issue, you know, in ternms of nmaking a
deci si on about a stockpile.

DR. WALDMAN: | know it's available fairly
cheaply in some places now that don't have quite the
sane respect or patent that we do. | think it's a very

desirabl e drug for dysentery control.

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

279
DR. GARDNER: Steve, | have a couple of

questi ons. | divided sort of three considerations.
What about the efficacy of the doxycycline versus
qui nol one, and | got the sense from Col. Christopher
and from his docunment here that they |ook pretty
conpar abl e. There's nmore data wth regard to
doxycycline than there is for quinolones, and at | east
for three of the ones that the Senator's worried about
-- glanders, brucellosis and Q fever -- there were no
qui nol one data. So, that was -- and it will be a |ong
time before cipro gets down to doxycycline, which is
pretty dirt cheap

So, in that sense, | kind said, why aren't
we using doxycycline? Well, the answers, | think, my
be two. One is the concern about they're going to nmake
resistant -- it's easier to make a doxycycline
resi stant anthrax bioterrorism weapon than it is to
make a qui nol one, although there was sone nention of
sone qui nolone resistance, | guess, being reported at
sonme poi nt.

The other part, | guess, the issues of
photosensitivity, and | guess vaginal yeast and sone
things like that, would make doxycycline a little |ess
accepted, so there may be a reactogenicity or adverse

reaction that cones out slightly in favor of the
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qui nol ones. But | thought it was a pretty even draw.

Then there is the issue of the mlitary
|l ooking to treat with weither/or and the civilians
getting a 5-day packet of quinolone, and then figuring
out whether you really need it or go forward wth
sonmet hing el se. That was an interesting -- very
interesting idea econom cally, but as you point out, it
sounds like a logistical nightmare to get people to
actually do that. | thought we ended up with sort of a
-- | wasn't sure we were all on the sanme page.

CAPT. TRUMP: One of the other concerns --
It hasn't conme up here, but it certainly came up in the
ACIP Wirking Goup discussion about the anthrax
recomendation -- is one of the concerns for an adult,
18 -- healthy, vyoung adult population versus the
pedi atric popul ation, not nuch data, you know, general
avoi dance of the tetracycline and the ciprofloxacin for
pediatric use. And actually they are talking about

starting wth <cipro or doxy  but switching to

amoxycillin or penicillin.
DR. OSTROFF: In terns of cipro versus
doxy, | nmean, you know, it's sort of another issue

which is a therapeutic issue rather than a prophylactic
i ssue that we've gone round and round and round, is

gentam cin versus streptonycin, and it's a simlar type
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of a problem which is that all of the work on plague

and tularem a was done when streptomycin was around and
gentam cin wasn't, and so streptonmycin is the |icensed
pr oduct . But when streptonycin was unavail able and
peopl e used gentamicin instead, it worked quite well,
but the problem is that nobody has done the definitive
study to show its equivalency to streptonycin, and so
streptomycin remains sort of the Ilicensed product for
use in plague and gentam cin is considered off-Iabel
But in practical terns, people aren't going to want to
use it. Streptonycin is so inefficient to adm nister
and having to give all these IM injections and many
other issues related to streptonycin that -- | nean,
you know, nost of the recomendations that have been
devel oped preferentially go towards gentamn cin. The
problem is it's an off-label indication and, once
again, you get into all these FDA issues about needing

an IND to be able to use it.

DR.  GARDNER: Well, just as we accept
doxycycline as -- we accept tetracycline data as
doxycycline equivalents, it's a Ilittle nore of a

stretch to use the inmmunoglycocides interchangeably,
but for the organisms we're talking about, it's
probably true, isn't it?
DR. OSTROFF: Yes. But | nmean in terns of
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doxy versus cipro. I nean a lot of the work was done
when doxy was avail able and cipro wasn't.

DR. GARDNER: Well, | think doxy versus
cipro is a different -- | nean, those are different
drugs, clearly. These other ones are nodifications of
a class, and if you can show in vitro MGCs, | would
think you could get those extensions pretty -- it would
make nore sense to do that.

DR. OSTROFF: Ted.

DR. TSAl: The point I was trying to nake
earlier was that is it possible to have a team of
people look at (inaudible) this intervention, so you
wi Il have to accunul ate those dat a. Think of it as an
EPI aid kind of an outbreak of drug adm nistration or
what ever, but it would seemto me that you could have a
protocol already witten up, ready to go, so that when
this emergency strikes you would be able to -- it
woul dn't have to be real-time, it could be after the
energency, it could be a retrospective study, but you'd
have sonme neans of getting sonme information on

efficacy, and probably less for side effects, but

efficacy, | think -- it would be part of an eval uation
of the exercise and intervention. | would guess that
if this were to -- if we had a terrorist kind of

incident, there would be sone attenpt to evaluate the
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response. This would be part of the eval uation.
DR. OSTROFF: There would be absolute
efficacy, which is that if sonebody was to say cipro

was what we're going to be wusing versus relative

efficacy --

DR.  TSAIl : Not everyone is going to get
treated probably -- you know, or treated in the sane
time frame. | mean, there would be ways to | ook at it.

And it seems to ne even you could begin to think about
a protocol now
DR. LaFORCE: I1'd like to explore the idea
about whether the subcommttee would be confortable
with making a recomendation to Adm Clinton about a
single agent, whether it's doxy or cipro. That, to ne
-- you know, in terns of -- we tal ked about one versus
the other, and the question that always cane to ny m nd
-- that's why | was asking about this antim crobial
susceptibility on sone of those four isolates that cane
out of Sverdl osk. | would be a little bit concerned
about the issue of putting all one's antibiotic eggs in
one basket, as it were, and that's just ne.
DR. GARDNER: Well, Carl Curling -- he
isn't here now -- that was what he had done in his
anal ysis, and basically he says instead of spending --

you put it all in the cipro basket, you're going to
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spend 25 tines nore than if you put if all in the doxy
basket . And he suggested sonme weighting. He has, |
think, three-quarters cipro and a quarter of doxy. One
coul d consider --

VO CE: Half and half.

DR. GARDNER: -- or going three-quarters
doxy.

DR. WAL DMAN: These are clearly
exceptional circunstances that we're talking about.
We're tal king about reacting toward a public -- even if
we're tal king about the mlitary -- it's the popul ation
affected by -- it depends on how nuch people are
willing to spend to guard against that. I know in ny

mnd it doesn't seem that the cost necessarily needs to

be the inportant issue. I think it's one of nany
I ssues, but | would sort of -- imagine you got the heat
on other things, inmagine the heat you would take for

saving sonme pennies in the case of a terrorist attack

I'd be unconfortable not -- if there were a clear
choice, |'m be unconfortable not going --
DR. GARDNER: But we don't know about

gl anders and - -
(Si mul t aneous di scussion.)
DR. WALDMAN: Okay, fine. But in terns of

gl anders, then one could say that it m ght be nore --
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and that's all | want to get to, that it m ght be npre
cl earcut for sone things.

(Si mul t aneous di scussion.)

DR. GARDNER: But there is a tetracycline
resi stant ant hrax.

DR. WALDMAN: So both need to be avail abl e
t hen.

DR. GARDNER: We need enough cipro to get
us through sonme of --

DR. BRADSHAW But all the last three or
four were doxy. Brucellosis, tularemia and Q fever,
they all recomended doxy.

DR. GARDNER: So for three, doxy | ooks
better and the other really | ook the same unless these
fol ks are smart enough to get a resistant spore.

DR.  WALDMAN: If I had ny druthers, [1'd
want to have both around.

DR. OSTROFF: Well, one question that |
have is --

DR. WAL DMAN: | wanted to say, if | could
-- I'"'m not really challenging it to say that, but in
addition to efficacy, there are other considerations
al so. In a circunmstance |like this, you want to be
absolutely sure that whatever you give is going to be

nost effective to the people who are taking it. And in
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terms of what | would call, for want of a better term
"bi oavail abiity" of differences, potential differences,
isn't there a lot of findings that tetracycline is
resistant to dairy products and the like that have an
i npact on absorption and things like -- you know, you
have to go through sonme hoops to make sure that people
are getting maxi mum benefit from the tetracycline that
you wouldn't necessarily have to do with quinolones,
t hose kinds of considerations.

Now, | had another question also. When
we're talking about casualties on the mlitary side,
did that include dependents also, or just soldiers
because if it includes dependents, then you' re talking
about pregnant wonmen and you're tal king about children
again, and --

DR. OSTROFF: Well, this was the question
that | was going to ask, is that what's not entirely
clear to me is how these materials are actually going
to be depl oyed. | mean, are we actually tal king about
soldiers on the battlefield that are going to have a
packet of drugs with them that they are going to start
usi ng when sonebody gives them the signal to say start
taking your antibiotics, or are we talking about
putting these things on bases in various places and

using them in those circunstances because | think
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clearly sone of the recomendations would be quite
different if we are talking about a packet of drugs
that are going to be on the front line with the soldier
versus sonething for one of the bases in Saudi Arabia.
CAPT. TRUMP: | think the answer is yes to
both of those. It probably is prepositioned in Saudi
Arabi a now. Depending on the threat |evel and how much
the concern is, at sone point you're going to say the
threat is high enough that we don't want to have it
sitting 100 mles behind the line, we want to nove it
forward, we actually want to dispense it in the blister

packs to the individual soldiers. So, it's usage w |

be -- some of this is nmaking a decision about what we,
as an organization, wll stockpile and have ready to
go, but it will be something that at sonme point will be

handed to the individual.

DR. OSTROFF: My feeling is that if it's
going to get handed to the individual and they are
going to carry it out into the field with them 1I'd
like to make it as sinple as possible so that they
don't potentially nake a m stake and pull the wong one
out of their packet. If it was a nore controlled
situation, then | think having nore options s
preferable.

DR. LaFORCE: Except if you're talKking
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about profoundly safe antibiotics, and you're talKking

about either of these two agents. You could screw this

up royally and nothing bad woul d happen. | nmean, nmaybe
they would have a little diarrhea. | nmean, this is
really a no-brainer. |If you're talking about either of
these two agents, 1'd even trust those wth ny
daught er.

And | would propose that if we're talking

about those two -- anoxycillin in Peds, and gentam cin.
We're not tal king about four agents.

DR. OSTROFF: If I'm not m staken, they've
been nostly tal king about issues of prophylaxis rather
t han t herapeuti cs.

DR. LaFORCE: So you don't need
gent am ci n.

DR. OSTROFF: Unless | m sunderstand, |
t hought that the task here was to | ook at prophylactic
agents.

CAPT. TRUMP: I think it's inclusive of

both preventive and treatnent.

DR. LaFORCE: | think it's treatnment as
wel | .

CAPT. TRUMP: If it's treatnment as well,
then the array of agents gets a Ilittle bit nore

conplicated because there is the issue of oral versus
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i ntravenous therapy for individuals who are sick that
m ght not be able to take oral agents.

DR.  WALDMAN: The letter, in fact, says
only treatnment (inaudible).

DR. LaFORCE: And | think that that would
be fine in the prophylactic reginmen oral ciprofloxacin
or oral tetracycline -- doxycycline, and from the
parenteral standpoint, parenteral gentamcin, and |
woul d suspect you're tal king about oral in parenteral -
- or certainly anmoxycillin as an oral conpound. Are we
tal ki ng about a parenteral conpound as well for Kkids,
because amoxycillin is not given, that's anmpicillin.

CAPT. SCHOR: Just one other caution.

It's one thing to talk about prepositioning things in a

fixed setting, like you would in a |local county health
departnment, that sort of thing. It's another thing
when you're |ooking at expeditionary operations. The
nore things you have to worry about carrying -- there's
only so many little boxes you can carry for nmedical
suppl i es. Shi ps, sure, they have a lot nore space in

their holds and you can airlift those things ashore or
what ever . But as the Air Force and the Arny |ooks at
getting lighter, nore nobile, that's an issue that
they'Il have to confront. So, as nuch as we would |ike

to have a bigger formulary available, the practicality
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of that -- there's a limt -- and I'"'mnot so sure | can

draw the line, and it varies fromunit to unit.

DR. LaFORCE: Don't get nme w ong. For the

fighting, for the recruit or for the soldier, it's
really pretty sinple. We're tal king about only two
agents that -- if it's chenoprophylaxis that are
avail able orally -- and they probably take up about the

sanme anmpunt of space, don't they? There isn't a huge

advant age, one over the other.

DR. WALDMAN: They're adm nistered on the

same schedul e.

DR. LaFORCE: Same schedule, every 12

hours or sonething |ike that. So |

that would be a big limting factor

don't think that

The probl em woul d

be for dependents. If you' ve got dependents in harms
way, then there has to be some sort of proviso for at
| east anoxycillin and penicillin or anpicillin.

DR. OSTROFF: But the question would be in

many of the higher risk areas are there that large a

number of dependents that it becones an issue?

DR. LaFORCE: I n Korea?

Oh, yes, there

are dependents all over Korea, aren't there?

MAJ. PAVLI N: Lots i n Korea.

DR. LaFORCE: Yes,

considered harm s way, isn't it?
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DR. OSTROFF: But in the Mddle East, it's

not .

DR. LaFORCE: Who's in the M ddle East?

DR. OSTROFF: There are sonme in Turkey.

DR. LaFORCE: Well, the only question is,
every time soneone says there are sonme, you think, what
if they were m ne?

DR. OSTROFF: And then the sane issue with
dependents, there's also pregnant wonen, is the other
potential group.

DR. LaFORCE: Ckay, what's the |ist going
to consist of?

DR. OSTROFF: The other issue is in terns
of treatment. | nean, if you | ook at what we devel oped
for the Push Packages, it's a rather lengthy Ilist of
materials, but nmobst of them are sort of the nonspecific
support materials, and | would imagine that a |ot of
this is forward deployed the types of battlefield
situation, et cetera --

CAPT. TRUWMP: You don't have to worry
about that part, just focus on the anti biotics.

DR. OSTROFF: The only thing in ternms of
t he therapeutic conmponent of it, when | read through
the docunment itself, there is a lot of information at
t he beginning about policies regarding noving |arge
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numbers of individuals with potential exposure or that
are ill from one of these agents, and you get into al
of these issues regarding the international health
regul ati ons and whether you could nobve sonmebody wth
pl ague from one country to another, since it's a
quar anti nabl e di sease, et cetera.

DR. LaFORCE: That could be |ike one of
t hose FDA questi ons.

DR. OSTROFF: | know. But they say to try
to do as nmuch as possible in-theater

DR. BRADSHAW | think the AIREVAC system

has addressed those problens, as far as transport and

who can be transferred and -- | think they have all
that stuff.

DR. OSTROFF: | nust confess, when | read
t hrough the docunment | was a little surprised by sone

of the issues about decontam nation and requirenents to
decont am nate people before they can be put on a plane,
and things of that nature which | think really,

think, is very questionable, about the necessity to do
sonething |ike that. I'm not quite sure why that's
still a policy because nost of these are not -- you
know, from somebody who was exposed to plague or
ant hr ax. They don't pose a trenendous risk of

contam nating their environment as they are noved. And
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this is an issue that we constantly are confronted with
in the civilian sector when anybody opens one of these
ant hrax envel opes or whatever. The next thing you know
there are hundreds of people being decontam nated out
on the street because we sinply can't get it out of
people's sort of array of experiences that that's an
appropriate thing to do. So, | think it's unfortunate
that it continues to show up in these docunents, but
apparently there's sonme sort of policy in the Air Force
about requirenents to decontam nate individuals before
t hey can be put on the planes.

CAPT. TRUMP: I didn't look at the
specifics, it my be related to just responding to a BW
or a CWevent.

DR. OSTROFF: But | hope sonebody that's
sick it wouldn't require that they be hosed down before
you can put them on an airplane.

DR. GARDNER: Steve, in your list of the

12- hour package, you have erythronycin.

DR. OSTROFF: I never quite understood
t hat .

DR. GARDNER: That hasn't conme up at all
for this.

DR. OSTROFF: It's an alternative for
ant hr ax. It's anongst the list of alternatives for
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ant hr ax. It's amobng the list of alternatives for
ant hr ax.

DR. LaFORCE: If you want to sinplify your
list, get rid of it.

DR. GARDNER: Why not a penicillin?

CAPT. TRUMP: I know for anthrax it's
t here because of the pediatric issues -- I'll have to
pul | up the draft of the ACIP recomendati ons.

DR. GARDNER: l's it better t han
penicillin?

DR. OSTROFF: Because of other issues, the
sensitivity issue.

CAPT. TRUMP: Actually -- that was sone of
the interest -- Dr. Christopher talked about pursuing
things like a zithromcin and whether or not it's
effective in vivo.

DR. OSTROFF: I don't pretend to

understand the | ogic behind having erythromycin.

DR. LaFORCE: l"ve up to six agents,
fol ks. |'"ve got three PO agents -- doxy, cipro, and
anoxycillin for kids, and then three parenterals --

anpi, genta -- oh, erythro -- that's PO and |V.
DR. OSTROFF: Actually, I'm with vyou,
Mar c. | think that the list of antibiotics that are

really needed in a situation like this is really pretty

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

295

limted, and you only get into problems with sonme of
these agents |like brucellosis and glanders as far as
sonme of the recomendations, but the recommendations
that are in this text are very nmuch in concert wth
what Henderson's group at Hopkins has been devel oping
for the last year, at least for the ones that they've
gotten through so far. So there's nothing radically

different here than what everybody else is proposing.

And | actually think that the docunment that Col.
Christopher has put together is really a great
docunent .

DR. LaFORCE: Does the mlitary currently
stockpile sonething, David? Do you have already
stockpiles that are set aside for BW?

CAPT. SCHOR: Well, I think we're sort of
headi ng, to sone degree, in the same direction that the
civilian stockpile I S. There's vendor - managed
I nventory.

DR. LaFORCE: So it will be the bubble
stuff? It wll be the bubble inventory, rotating
stocks, but held at the manufacturer's?

DR. OSTROFF: DoD already has contracts
for vendor-mnaged inventory. They had it before we
di d.

Lt COL. GRABENSTEI N: Burn creanms, as an
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exampl e.

DR.  WALDMAN: So we do have stockpiles of
anti biotics.

DR. OSTROFF: Yes. In fact, one of the
i ssues that canme up from Congress was whether or not
t hese conpani es were doubl e-dipping in terns of vendor-
managed inventory purchased by DoD and vendor-nmanaged
I nventory purchases by CDC and, in point of fact, we've
got different inventory nunbers between the two of
t hem so there really isn't duplication. But ,
basi cal | y, they are getting paid twice to hold
materials in abeyance.

And the other question that's cone up
repeatedly is, well, who goes first? There's only a
certain bubble sitting there, who gets it first? And |
imagine it's whoever <calls first probably gets it
first. They are roughly equivalent in terns of what
they're asking for to maintain the VM for the DoD and
for the CDC.

DR. LaFORCE: But theoretically that
shouldn't neke a difference, right -- because the
bubble, if it has to assume a |arge enough volunme to
account for both, right -- | mean, that's what they're
getting paid for.

DR. OSTROFF: Assunedl y, right.
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Mobi l'i zing and getting it there --

DR. LaFORCE: Oh, | love the suspicion.

DR. OSTROFF: Well, it's natural that
Congress woul d ask such questi ons.

DR. LaFORCE: There is experience, though
-- Ron renmenbers -- and it's a bubble that continues to

be done now for all the vaccines for all of Central and

South Anerica, through a revolving fund. There is no
depot . It's all stocks. And it's a system that has
wor ked flaw essly, absolutely flaw essly. No one runs

short, and this bubble is always avail abl e because they
have a common purchasing pot, and these bubble of
vacci nes that are located at different manufacturers --

DR.  WALDMAN: Li ke a bank that people
wi t hdraw from whenever they want.

DR. LaFORCE: Yes. And it sounds terribly
-- | thought it was very conplex when it was first set
up a long tine ago. It turned out it was very, very
si npl e.

DR. OSTROFF: One other question that |
woul d pose is that while we're specifically |ooking at
t reat ment and prophylaxis for these agents, one
potential problem is if you have many people exposed
and being treated, t hat they could well have

conplications which may require other types of
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antibiotics, such as for secondary pneunonias and
things |ike that. Is it sort of beyond the scope of
our group to make recomrendati ons about potential other
materials that may need to be there?

DR. LaFORCE: I would say that's beyond.
You know, if you had sone octogenarian that now has
gotten over and has devel oped a nosocom al pneunoni a,
they are probably going to be triaged to death, or
treated with whatever is around. |'mnot sure.

DR. BERG There is a question that was
sort of addressed in there about people who are
allergic to certain medicines, or what do we do if they
t ake prophylactic medicine and get infected anyway? Do
we want to address that or do we want to keep it just
si npl e?

Part of the inplication was if cipro is
the drug of choice, then there ought to be doxycycline

readi |y avail able as a backup for those cases, or vice-

ver sa.

DR. OSTROFF: Yes. | can tell you, for
i nstance, in the TOP-OFF Exercise which -- you know,
the agent -- as Adm Clinton nentioned, the agent was
pl ague -- was ultimately found to be a genetically

mani pul ated organism that was nulti-drug resistant,

however, in ternms of whoever put the exercise together,
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people who were prophylaxed with sonething that the

organi smwas resistant to didn't get sick.

(Laughter.)

W were quite fortunate that we didn't
have to deal with that situation

LCDR. JOHNS: I can comment on that. I
was sitting in a Denver control cell. We don't know
where that inject cane from because it was not part of
t he original plan.

DR. OSTROFF: That it was mani pul at ed?

LCDR. JOHNS: That it was mani pul at ed.

DR. OSTROFF: Well, there were all these
suggestions at the beginning that had had funny
pl asm ds and sort of was an atypical plague strain, so
| don't know who did that either, but one of the pieces
of information that was available very early on was
t hat people who were being prophylaxed weren't getting
sick. So that was a nice winkle, but your point is
wel | taken. The problem is that there are infinite
varieties of resistance that can occur, and |'m not
sure that we could necessarily anticipate every
potential resistance pattern and have an alternative
avai |l abl e.

DR. LaFORCE: WAs the exercise a success

or a failure?
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DR. OSTROFF: | think the exercise was a

success in terns of really --

DR. LaFORCE: In other words, how do we
feel ?

DR. OSTROFF: Well, in terns of helping
peopl e understand what potential issues may or may not
necessarily have been adequately addressed. |  nmean,
for us at CDC it was the quarantine issues that came up
as a real big problem The difficulty that we had was
that as far as the way it played out, it was a little
bit unrealistic. | nean, | think we at CDC probably
woul d have figured out what was going on wthin a
matter of hours based on what the exposure was, which
was that it was a concert at a particular location, but
the problem was the way the exercise played out, they
woul d only give you certain pieces of information and
then they said you had to wait a couple nore hours
until we could give you sone additional piece of
i nformation and, by the way, you can't interview any of
the patients until tonmorrow. And so there we were sort
of left holding the bag, saying we would have known
already that it was this or this, or that this was the
popul ation that needed to be prophylaxed, but they
woul dn't do that in the exercise.

LCDR. JOHNS: That was deliberate for a
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reason.

DR. LaFORCE: Like taking Board exans.

DR. OSTROFF: \hat was the reason?

LCDR. JOHNS: The reason was basically
because they wanted the TOP officials to focus on Fort
Smth and then hit themwth Denver from behind.

DR. OSTROFF: But the problem was it was
unrealistic in terns of how rapidly sonme things could -
- | mean, | think that --

LCDR. JOHNS: And it's been accepted that
with the astute positions and the |ocal hospitals and
with the CDC support, that the handle would have been
had on the problem a | ot sooner in the exercise. That
was openly acknow edged.

DR. OSTROFF: I mean, as one exanple, the
sick people started comng in on a Friday evening, but
the health department didn't call us until 2:00 o'clock
the followng afternoon when there had already been
hundreds of people that had cone into 16 or 18
emer gency departnents.

DR. LaFORCE: And it's over a weekend.
Don' t put too nmuch confidence in these astute
di agnosticians in the energency roons.

DR. OSTROFF: This wasn't that subtle,

t hough, because people were flooding --
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(Si mul t aneous di scussion.)

DR. OSTROFF: -- these people were
flooding in and by the follow ng norning there had been
many of them that had shown up -- and many of them were
dead. I nmean, that's the type of thing that they
probably would have called us on the telephone very
qui ckly -- anyway.

It sounds like we've identified a nunber
of critical issues that the group has to consider as
they nmove forward with the reconmmendations, and it
sounds like the issue isn't going to be that there are
sonme antibiotics that aren't on the list that ought to
be on the list, the 1issue 1is selecting anpbngst
reasonabl e alternatives and what criteria that m ght be

hel pful in terns of sorting through the alternatives.

And |1've heard a nunber of them discussed, including
shelf life, potential drug interactions -- and | think
t hat potenti al drug interactions is actually an

i nportant one because there are a whole array of
different things that may be happening at the tinme that
a decision is made to take antibiotics. So that's an
I nportant one.

Cbvi ously, there's cost issues which, as I
think Ron rightly pointed out, mght not be as nuch of

an issue in a couple of years. There's the efficacy
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question. There are the drug resistance questions, and
there are the side effect questions. Are there other
consi derati ons?

Lt COL. GRABENSTEI N: What ' s t he
expectation on how fast a diagnosis can we nmake? So
what's the inportance of broad spectrum antibiotics
early? Is that a mmjor criterion, to have a broad
spectrum antibiotic available, or is it a mnor
criterion?

DR. OSTROFF: | don't know, let me open
that up to the group. OQbvi ously, forward diagnostics
has been an area that DoD s been working a |ot on, so -
- | nmean, ny presunption would be that you would be
faster than we would in terns of trying to determ ne

what the agent is.

DR. BRADSHAW | notice that this actually
says treatnent, but was that intended to include
prophylaxis? | mean, the issue, | guess, would be you

may not have the luxury of, depending on how wdely
things are dissem nated, of knowing what antibiotic
sensitivities are to drive your thing and say, gosh, |
wi sh we had nore Bactrim et cetera, instead of cipro
or something like that. And the other issue is if you
woul d get the detections ahead of tine and start

everybody pending confirmtion. So the issue is,
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again, if you're going to have to stockpile stuff, you
have to stockpile sonmething that would have the
br oadest application, | would think, instead of the
"silver bullet" idea.

DR. BERG But as it turns out, the two
primary drugs, doxycycline and ciprofloxacin, do have
broad spectrum for the |eading agents. | think what
may turn out to be of greater <concern that we're
probably not going to be able to deal wth, is
resi stant strains. That neans we either try to come up
with sonme cocktail that wll cover every resistant
strain, which is inpossible, or we keep life sinple and
hope that the m crobiology lab comes through quickly
with the resistants.

DR. OSTROFF: I think I would agree with
t hat . Clearly, if you find out that it's got certain
features which tell you that the only drug that you
could use is Impenum (phonetic) or sonething Iike
that, there's going to be sone problem but | don't
think that we would want to recomend forward depl oyi ng
sone of these other agents.

DR. LaFORCE: No.

DR. BRADSHAW | think the other point is
wel | taken about maybe not putting all your eggs in one

basket, too, because if we cane out and said this is
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it, then the question would be then does everybody
start working on a strain that's resistant to that one
hit.

DR. OSTROFF: That's a good point.

LCDR. GRABENSTEI N: It's two or three
years ago and others may know the story better than I,
but the Israelis were prepositioning antibiotics when
they thought they were under threat of Iraqi attack,
and they kept the name of the antibiotic classified. |
don't know for how |ong, but -- under the theory that
you could dial the antibiotic up.

DR. LaFORCE: If you are a focused
terrorist, this is not going to be a secret when this
stuff goes out. If you're a focused terrorist, they'd
say, "Oh, thank you very nuch", and |I'm back in the |ab
for a while, that's not very hard. So that's why the

efforts that we go through while they are necessary --

but, boy, if you're a serious, commtted terrorist,
you've got to be Kkidding ne. This is a roadmap for
making sure that 1'm going to choose sonething you

can't do anything about, particularly an anthrax strain
or a plague strain that's resistant to both cipro and
doxycycl i ne.

DR. WALDMAN: Maybe we could wite two

reports.
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(Laught er and sinmul taneous di scussion.)

DR. LaFORCE: That's right, maybe we coul d
fool them

DR. OSTROFF: I think that's part of the
reason -- | nean, the list of what's in our Push
Packages we are trying to keep as circunscribed as
possi ble so that individuals don't have access to what
exactly is going to be in there, and part of the
difficulty is while Hopkins is publishing all of these
articles with reconmendat i ons concerni ng pl ague,
anthrax, et cetera, anyone has access to them and they
woul d have to presune that we're not foolish enough to
go off on sone conpletely other direction in ternms of
any choices that we my mnmake either in the civilian
sector or in the mlitary.

DR. LaFORCE: Vaccines are the answer.
Vacci nes are the answer.

DR. OSTROFF: But then the problemis the

sane thing, that they' Il just nmanipulate the strain --
DR. LaFORCE: No, no. Actually, it's

extraordinarily difficult. It is extraordinarily --

you could take the nobst resistance anthrax -- as |ong

as that 1gG recognizes whatever epitope it's going to
recogni ze, adi os. It's gone. It doesn't make any
di fference whet her it's sensitive, resi stant, or
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what ever . Sane thing for plague. Same thing for any
of these. This is why the issue of identifying these
presunptive ways of delaying things are really only
del aying tactics -- particularly wth anthrax, or
i nhal ation anthrax -- wuntil you can get real vaccine
into them because you never cure an aerosol exposure.

DR. OSTROFF: Well, fortunately, nost of
these individuals would already have gotten their
vacci ne, so then it's only a problem for the
dependent s.

DR. LaFORCE: And in point of fact,
there's probably a good argunment that you don't need to
do anything for those that have received vaccine.
You've got good animal data that suggests that 900
times above the LD50, at |east here at Ft. Detrick,
they don't have any problem They just sail right
t hrough that chal |l enge.

DR. OSTROFF: | doubt that anyone woul d
recommend, though, that they not receive antibiotic
prophyl axi s --

LCDR. GRABENSTEI N: And the analogy is we
don't give antibiotics for every skin wound on the
basis they've been vaccinated against tetanus, but we
don't -- | nmean, in ny own mnd, we don't know to the

nth degree how well the vaccine -- | Dbelieve the
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vaccine works in the unscintillational anthrax, but if
we can do sonething to save the extra X-percent --

DR. LaFORCE: Actual ly, you do have data.

You do have data from the goathair workers in that
t here has never been a case, to ny know edge --

LCDR. GRABENSTEI N: Then it's 100- percent
effective.

DR. LaFORCE: Pardon ne?

LCDR. GRABENSTEI N: Then it's 100- percent
effective.

DR. LaFORCE: 100 percent effective. And
in point of fact, when we were in those goat mlls
doing the anthrax surveillance during all of these
aerosols, et cetera, the CDCin its wisdom didn't give
us any prophylactic antibiotics at all. | nmean, we had
ant hrax vaccine, period.

DR. OSTROFF: |It's a different era

(Laughter.)

DR. LaFORCE: Wwell, | feel relieved. I
feel relieved.

(Si mul t aneous di scussi on and | aughter.)

DR. LaFORCE: No, no, no, |'m serious. | f
you go back, | don't think there's ever been a vaccine
failure even for inhalation -- despite the fact that --

you know, you've got pretty docunented exposures.
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DR. OSTROFF: For people who have gotten

at | east three doses.

DR. LaFORCE: Yes, for people who have
gotten at least three doses of anthrax vaccine. So |
m ght nodestly disagree with that statenent. Now, who
knows what it's like if you get, you know, spores that
you're inhaling -- | nmean, | don't know, but at that
concentration, that would actually be very hard to do,
from an aerobi ol ogi ¢ standpoint.

DR. OSTROFF: So | think that's another
consideration in terns of sone of the antibiotics, but
not necessarily in terms of what antibiotic but in
terms of how nuch antibiotic, as whether or not the
I ndi vidual has been vaccinated against sonme of the
agent s.

DR.  BERG Are we going to have that
information and be able to act on it? M concept of
this is this has got to be kept as sinple as possible,
and we're going to have to ask ourselves do we really
care about sonme sensitivity wth doxycycline and --
consi dering the consequences, and we're probably going
to have to accept that sonme people are not going to
work -- it's not going to work, and we nay not be in a
position of saying, did you get vaccine? Let nme | ook

t hrough your record here. We're tal king about doing
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this in a public health forum we're talking about
things like firemen with gallon jars of ciprofloxacin,
wal ki ng up and down and knocking on doors.

DR. OSTROFF: But I assume  sone
sensitivity in sone place like the Persian Gulf would

be a pretty legitimate issue for forward deployed

sol di ers.

DR. BERG  Considering the alternative?

(Si mul t aneous di scussion.)

DR.  OSTROFF: Well, if you had cipro
avai |l abl e.

DR. LaFORCE: Cipro would be fine. In that
situation, cipro my be fine. And in the cloudy
Nort hwest, we could do the --

DR. OSTROFF: A risk profile, right?

DR. BERG But can we cone up wth
recommendati ons that say doxycycline are for Fort
Madi gan and ci profloxacin is for Saudi Arabia?

DR. OSTROFF: That woul d be conplicat ed.
We'd have to keep it as sinple as possible. | guess
one of the questions that | would ask, since we seemto
be in agreenent about what the major issues are and
what the potential agents are, is to discuss how we
ought to sort of nove the process forward, and what

would be the nost efficient in terms of putting
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t oget her our recomrendati ons.

DR. BERG Before we go into that, are we
going to address the off-1abel issue -- that is, are we
going to come up with some recommendation to ignore the
| abeling and use it, or is that part of our charge?

DR. OSTROFF: Well, they very specifically
asked us to consider the issue of off-label use, and in
the specific request it's not nentioned, it only uses
the term "licensed products”, so they' re not talking
about experinmental antibiotics or antibiotics that
haven't been approved. But | think as Ed pointed out,
I don't think you can ignore that particular issue, and
any material that's off-label, | think it would have to
be done under sonme sort of an |ND. | don't think it
woul d be acceptable after the pyrostigm ne experience
to do it in any other way. And it's going to be a
probl em regardl ess of which one of these we recommend
because t hey bot h are of f -1 abel in certain
ci rcumnmst ances.

DR. LaFORCE: And | think having two or
three sentences explaining the dilenmm is a dilemm in
that you're never going to have enough controlled
experience for these awful infections to be able to say
-- to be able to show FDA that you've got enough data

to show that these are efficacious, and that a | ot of
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this is clinical guess -- |I'm not sure |I'd put that
down -- but | certainly would put a paragraph or two.
LCDR. GRABENSTEIN: The leap fromnultiple

uses of prytostigm ne and nultiple uses of antibiotics

within other kinds of bacterial infections is a |ot
small er chasm than it is with prytostigm ne. MIIlions
of people have experienced the safety. | understand
the FDA's need for evidence before they'll render a
j udgment .

DR. LaFORCE: | don't.

DR.  WALDMAN: l'"'m having difficulty, as

Marc did before, imgining a situation where a fireman
cones and knocks on your door and says, "Excuse ne, but
we have determ ned that you are potentially exposed to
a life-threatening agent from this terrorist attack
we've had in your city, and we've got this nedicine for
you, but we can't give it to you unless you sign this
consent form" | just can't see that really happening
in real life. And | can understand why you feel that
that needs to be done, but it doesn't work |ike that.

It seens to ne it mght even be easier to go back to
the FDA and tell them we're having this problem and
woul d you putting on your label that in case of a
terrorist attack it would be okay to use this drug.

It's easier to do.
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DR. OSTROFF: | guess you haven't dealt

with the FDA

(Laughter.)

| nean, it's not that we haven't advanced
t hese argunents.

DR. LaFORCE: I can weasily see this
fireman in the South Bronx getting nugged, then this
guy going down selling this stuff.

Lt COL. JOHNS: M prediction after talking

to some of the firefighters is, they will take the
clipboard from you, they' Il hit the first house, that
clipboard will hit the garbage can because they don't

care, they are going to distribute and use the drug.

DR. OSTROFF: That's possible, but it
doesn't circunvent the need for DoD as a policy to get
I NDs and have infornmed consent docunents available in
circunstances where they may actually have to
distribute this stuff in a circunstance where it's off-
| abel . I mean, the difference is -- and, again, we've
been through this issue -- we've gone round and round
and round and round and round with FDA in that if
you're a clinician and you decide you want to give your
patients ciprofloxacin, as long as it's a I|icensed
product, you've nore than welcome to do that and nobody
is going to question your individual decision to give
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t hem ci profl oxaci n. But if you, as an agency, are
maki ng recommendations to use a product for an off-
| abel use, then you nust do it under the auspices of an
IND and recognize that this 1is not an approved
i ndi cation for that product.

So as soon as we, CDC, are telling the
State of Col or ado, "We recommend that you use
ciprofloxacin in this situation,"” that's not the same
as the individual physician at Denver General Hospital
maki ng a decision that they want to give individual X
Y or Z a particular drug. And we can't get around
that, and I don't think DoD can get around that either.

DR.  WALDMAN: Because people don't have

confidence in the Governnent.

DR. OSTROFF: el |, I t hi nk t he
alternative -- and just playing devil's advocate -- is
that | think if someone finds out that this isn't an

approved indication for a product and that nobody told
t hem about it, they may well |ose confidence in their
Government as well, and that's been the situation
repetitively and why we have to go the extra mle to
take that into account. I mean, at |east one has to
make the effort to offer themthe information.

DR. BERG I think having l|ived through

part of the Persian Gulf experience and the anthrax and
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so on, as | recall, the biggest hue and cry was that
nobody told us this was an investigational drug, or an
i nvestigational vaccine, even if they weren't -- you
know, in hindsight, everything |looks a |ike clearer but
-- making an effort nay pay dividends even if down the
road there will be people who say "I never signed it"
and there's no way to produce it and so on, but at
|l east that's a different approach than going out and
saying, "Look, this is technically an investigational
use of this."

DR. OSTROFF: To ne, it's the equival ent -
- | nmean, | recognize the extraordinary circunstances
of a bioterrorism attack, but when you go to a pharnacy
and they give you a prescription, they usually give you
a single sheet of paper that tells you what the drug is
about, and tells you what the side effects are, et
cetera, and you usually have to sign sonmething before
you wal k out the door, to indicate that you received
t hat .

DR. LaFORCE: Not in a pharnmacy.

DR. OSTROFF: Sure you do. You received
that piece of information, and usually what they do is
they tell you you sign in one place if you don't have
any questions for the pharmacist, and you sign in a

different place if you do have questions of the
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phar maci st .

LCDR. GRABENSTEI N: It's a Medicaid
requi rement which typically spills over to a standard
of practice.

DR. OSTROFF: And, quite frankly, what FDA
has agreed to is they are not asking us to do basically
anything nmore than that in this situation. They j ust
want sonme signature that the individual acknow edges
that they received sonme piece of information that tells
them this. And | think that we would feel obligated,
just like with those one-pagers that | passed around,
to give them the same type of information that you
woul d when you go to a pharmacy.

DR. LaFORCE: Actual ly, those one-pagers
wer e good. Did you happen to see those, the one-page
sheet s?

LCDR. GRABENSTEI N: On the back of your
medi cal tag sheet, you have the signature.

DR. TSAlI: That's essentially for therapy.

LCDR. GRABENSTEI N: Exactly. | agree to
take this medicine.

DR. BERG | think doing sonmething Iike
that shifts it from "you never told us anything" to
being able to say "Well, we did try to get the word

out , even if there were some individuals who didn't
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get it or didn't understand it.

DR. OSTROFF: And | think in this
situation you would have to do sonmething |ike that.

DR.  WALDMAN: I think part of the
organi zational aspect of dealing with a situation |ike
this is to make sure, if there are requirenments Iike
that, that they don't inpede the rate at which you an
get everybody covered. If you have to do that, fine,
but then | think you need to augnent it.

DR. OSTROFF: Well, |1 can tell you that
|'ve asked our bioterrorism group to actually go back
and make a determnation for wus as how nuch extra
manpower and how nuch extra cost it would be if we
actually had to get real informed consent from
i ndi vi dual s t hat we woul d be distributing the
medi cation for, to be able to denmpbnstrate to FDA the
sort of logistical inmpossibility of having a three-page
i nformed consent form that people have to read through
and then have a nunber where they can ask questions.

DR.  WALDMAN: I think you'd have to
question whether you could get real informed consent

under those circunstances.

DR. OSTROFF: Ri ght . I mean, | think it
woul d be viewed as being coarse -- "if you don't take
this, you're going to die" -- | nmean, sonebody is going
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to say sonething like that to soneone.
DR.  WALDMAN: And the person is going to
say, "If you don't give it to ne, you' re going to die."

(Laughter.)

DR. OSTROFF: I think that the off-Iabel
use is an issue, but I don' t think it's an
i nsurmount able issue, and | would say that we clearly

feel that there is a preference for one over the other
t hat we ought to convey that regardless of the issue of
whether it's off-1abel or on-label. | think if they're
relatively close to each other, it's probably sonething
that ought to be considered, but iif there' s clear
preferences, then we ought to go wth that clear
preference.

DR. TSAIl: The nedia will make the public
aware of all of these issues, at least | would assune
so.

DR. BERG Do you know if these inforned
consents -- are they going to have |like a bar code on
them and then have a |abel that could be put on the
pill bottle and stuff I|ike that, | nmean, just for
tracki ng purposes?

DR. OSTROFF: | don't know the answer to
t hat . | nmean, we haven't, as of today, still haven't

gotten anything back in witing from FDA as to what
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their requirenments would potentially be so that we
could then negotiate with them

| mean, | guess they're talking about
doing it alnost as if it were sone kind of research
thing, but certainly | think the tracking mechanisns
are inportant to talk about, and the sinpler we can
make them probably the better. But | do think if
you've got to do retrospective post-hoc studies on this
stuff, like for efficacy or effectiveness, then the
nore that we have built in that we can go back and do
that, the better.

DR. BERG Do we want to get into a
tracking -- if by tracking you mean sonmebody collects
all the informed consents and saves them

DR. BRADSHAW In the Gulf War we really
got into this issue, which is why we've gone to all the
effort to have the immunization tracking system that we
have with anthrax vaccine now, and, yes, it's a |ot of
wor k, but, boy, I1'll tell you, we have found the need
for it in trying to address all these clains and
concerns about adverse events and di seases and what not.

And even if it's rudinentary, | think -- if they're
going to require us to do the paperwork anyway, then we
m ght as well do it right, is all I'mthinking about.

LCDR. GRABENSTEI N: Taking it from the
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CDC s angle, if you go back to the Swine Flu vacci ne of

"76, | think you need at |east a registry of exposure.
DR. OSTROFF: Wel |, again, what we would
probably be doing is having -- | mean, you know, it's

antici pated, again, what goes on in the civilian sector
may bear little simlarity to what you would do in a
mlitary setting where you have nuch easier ability to
track people than we would have in a civilian sector,
but we would probably have central points  of
di stribution where people would cone to, we wouldn't
i kel y have firenmen goi ng door-to-door.

We would likely have certain depots where
the stuff would be and people would come to those
depots and pick it up. And what we would do is have a
sign-up sheet where people are given a piece of paper
and they then signed along wth their identifying
information as to how we could follow up with them
because with the exanple of anthrax where we woul d want
to switch over antibiotics after a five days. We have
to have sone way to get back to these people.

DR. BRADSHAW But |I'm wondering if you
had that -- because you would have that so you could
follow up with them | nmean, wouldn't it be easy
enough if whatever that sheet of paper was, they cone

to get their prescription, that the bar code is two
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t hi ngs, peel-and-stick --

DR. OSTROFF: I think it would sound nice
if we could forward deploy the bar coding nmachi nes and
do all the other things, but in the enmergency of
actually getting the drug out where you have 12 hours
or so, |'mnot sure --

DR. BERG You're going to reach a point

when people will just storm the barricades and say,
"The hell wth your informed consent, | want the
medi ci ne. "

DR. OSTROFF: That's right. W anticipate
the problem of the media starts saying cipro is what's
going to be used and people are going to start breaking
into pharmacies all over the netropolitan area and
stealing whatever they can find and not bothering to
stand in line for several hours to wait to get their
medi cati on. So | think it's going to be relatively
chaotic, not to nention everybody who is going to want
to di sappear.

But getting back to this issue, it sounds
like we've identified the relevant issues that need to
be considered, and | guess the question would be, how
should we nove forward in terns of responding to the
request. W will have the assistance of George

Christopher, and we wll have the assistance of Lisa
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Ross.

DR. LaFORCE: You want to just draft
sonet hing, either dictate sonething or have Jean Ward
put sonmething that's dictated -- I"'mtrying to keep the

work to an absol ute m ni num

DR. OSTROFF: Well, what | was going to
suggest -- | doubt that we could do it between now and
the nmorning, but | think since we have -- what | would
suggest is working -- | would be happy to work with

Lisa and Ceorge and put together a strawman, and then
di ssem nate the strawmn to the subcommttee, and then
I would think that we should be able -- instead of
needing to have a face-to-face nmeeting, | would think
that we should be able to do it by a conference call.

DR. LaFORCE: Super. And this is one |
really would not want to m ss the deadline. W've got
60 days. Adm dClinton -- | nmet with him about a nonth
ago, he explained all of this to ne, | |ooked it over,
and that's when | called you. And then | thought this
really wouldn't -- | didn't think, was going to be
very, very overly complicated, and it seemed inportant
to Adm Clinton --

DR. OSTROFF: Yes. | nean, | really --
once again, would work with George Christopher and the

rest of the group because Don pretty much set out all
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of the issues. | don't see anything in there that's
particularly controversial. So it should be relatively
strai ght f orward.

| think we'll need some help in terns of
quantities and those sorts of things, but | would
i magine as long as we indicate the agents thensel ves,
that it would be up to the logisticians within DoD to
make deci sions about how nuch they need to procure --

you know, what their planning notions are for.

DR. TSAIl: Steve, an issue of civilian
preparedness -- do you renmenber a while back when we
wer e tal ki ng about di stributing -- asi ni odi ne
(phonetic) -- is it appropriate for everybody to have
it in their nedicine cabinet? If these drugs are
i ndeed stable for five or six years, is there any
consideration to sort of make a recomendation |ike

t hat ?

DR. OSTROFF: For the mlitary or for the
civilian sector?

DR. TSAl: Everyone.

DR. OSTROFF: Not in the civilian sector

I mean, everything would be antibiotic-resistant

because the problem that we always have even after you
give people a prescription for a medication is they

t ake whatever they didn't take and they leave it up on
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their medicine shelf, and the next time they're sick
they start taking it again. So, ny guess is that if we
di stributed ciprofloxacin, to everyone in the country,
when it was really needed, nmost of it would no |onger
be there because they will have used it.

DR. GARDNER: Can | mke a request that
you get a DoD docunent about what i mmunizations were
given -- that's this commttee, right? | was surprised
this norning to learn that we're not using hepatitis-B
routinely and that we are using other things. Shoul d
we be looking at questions such as snmoking is
responsible for half of the pneunococcal invasive
di sease in younger adults, should we be coupling
pneunococcal immunization in with our snoking program
somehow?

DR. OSTROFF: It was actually -- if |
remenber correctly, in the last couple of nonths there
was an article in Clinical Infectious Diseases about

the cost-benefit of pneunpbcoccal vaccination in the

mlitary.

DR. GARDNER: Is it positive?

DR.  BERG OCh, very positive. It's
m nuscule for any individual, but for the group as a
whole, if | recall, it was sonething like a couple
mllion dollars in ten years.

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

325
DR. OSTROFF: | think it was in the Navy

that they did the analysis, right?

DR. GARDNER: That's a big ticket item
that we mght -- this is the commttee that would
consider that, right?

DR.  WALDMAN: In the last few years,
there's been a lot of discussion about all of the
I ssues of inmmunizing --

(Si mul t aneous di scussion.)

DR. LaFORCE: The AFEB just published [ ast
year the <conpilation in terms of vaccines in the
mlitary, plus all the AFEB recommendati ons on vaccines
for the last ten, 15 years. They are all there. And
so we'll send you a copy of the Red Book.

DR. OSTROFF: One question that | have in
terms of some of the presentations this norning is, can
sonebody elaborate on where things stand wth the
adenovirus vaccine in |light of that outbreak?

DR. LaFORCE: There 1is no adenovirus

vaccine, and it's one of the key areas that the IOMis

now tal king about in terms of the -- |1OM Subcommittee
on MIlitary Vaccines. And one of the challenges is
that this is a scandal, you know, to have a very

effective vaccine that all of a sudden has disappeared

and you see that blip that was up there. 1've actually
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gotten two pieces of conflicting information. That's
why | was asking about whether there was any
reprogrammng of recruits because what 1've |earned

after the neetings at the 10OM was that the base
commanders, even with outbreaks of 4 in 7, to have been
able to sort of wire around these outbreaks such that
t here hasn't been reprogramm ng, because the problemis
that if a recruit is sick for a week or five days and
then falls out of their training, they have to then be
either retrained or recycled -- that's the term-- they
have to be recycled, and that is very disruptive, from
everything that |'ve been able to find out. It turns
out that 15 or 20 years ago -- or longer than that, 20
to 25 years ago, prior to the 4:7 vaccine, recycling
was extrenely common as well as hospitalizing all of
these recruits with 4 in 7. Now apparently there are
fewer hospitalizations and they put them through their
courses even if they're noderately or mldly ill, which

wasn't the case 20 years ago. Now, Ben, do | have that

right?

COL. DI NI EGA: Yes, the i npact of
recycling is less today. They still will graduate with
-- correct me if I'm wong -- however, the case

definition, URI (phonetic) synptoms with fever, still

st ands. And they do get admtted, although sonetines
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they don't get admtted to the hospital, they have a

special ARD ward, but they don't |eave them in the
barracks. So, a lot of the adm ssion reasons are for
nursing and supportive care so that the -- but there is
noney in there, and | think Charlie Hoke had nentioned
that they put out the Request for Proposals and so on.
But we're going to hear about this in Septenber nore.
Some people wanted it to be on the agenda this tine,

but it was just too full, and the |IOM has taken up the
i ssue and is going to use adenovirus as a case exanple.

DR. LaFORCE: Case study. It's a case
study for mlitary vaccines.

DR. OSTROFF: Did anybody type this strain
that caused the outbreak at Ft. Benning?

COL. DI NI EGA: At Benni ng? I''m not so
sure that they know what caused - -

MAJ. PAVLI N: They don't know yet. They
did have a lot of adeno -- and actually, just to
comment on that outbreak, it appeared that four people
-- | wasn't there, but | talked to sonme people that
wor ked on the -- four people (inaudible), about 50 to
60 devel oped fevers. They really think that nost of
the rest of them was kind of a hysteria. They | ust
kind of admtted everyone to the ward and, you know,

sit tight because there were so many people com ng
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forward that they just kind of put them into these new
ARD wards and let's sort it out as we can. I think it
was a very, very short hospitalization tinme, which

means that's another reason they want --

DR. LaFORCE: | would suggest that is the
definition of disruption. | nmean, that's pretty
di sruptive. Be that as it may -- okay.

(Wher eupon, at 5:05 p.m, the subcommttee
was adjourned and the nmeeting of the full Board was
reconvened.)

DR. LaFORCE: Let's finish things off for
t oday. I have a couple of announcenents. The next
AFEB neeting is going to take place here in Washi ngton
at WRAIR. And | was going to try to get a hold of Ted
Wodward to have dinner with us. Ted was President of
the AFEB for how many years, Ben? Mist have been ten
15 years. He really has an enornous history as far as
t he AFEB. And Stan Miusic was after ne in terns of
sayi ng, "Gee, you know, could we have a chance to sort
of chat with Ted" -- Stan, of course, studied with Ted
years and years ago -- and so | thought if our next
meeting was going to be in Washington, what 1'd do is
try to set something up -- because it's going to be in
Septenber, the weather is still pretty good -- and |'ve

got a place that I'm staying at, a small townhouse in
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and naybe have a reception at ny place, and

have dinner up the street somewhere in

COL. DI NI EGA: The dates are 12 and 13

They are | ocked in. WRAIR knows that we're

DR. LaFORCE: So, if we cone in Septenber,

it would be nice to have sone sort of

recepti on and sone sort of chance to neet Dr. Wbodard.

the AFEB - -

Two, we have two persons that are |eaving

COL. DI NI EGA: Well, we have actually

seven, but two are here.

DR. LaFORCE: Two are here, Andy Anderson

and Ron Wal dman, and in honor of their being here and

| eaving the

Board, we have a plaque. Here you are

Andy, in appreciation of your contributions as a nenber

of the AFEB.

(Appl ause.)

COL. DINIEGA: We also have a certificate.
(Si mul t aneous di scussion.)

COL. DI NI EGA: Capt. Trunp has those.

DR. LaFORCE: Oh, yes, before Capt. Trunp

| eaves and the institutional menory is gone.

(202) 234-4433

CAPT. TRUMP: Ilt's a Certificate of
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exceptionally

meritorious service as a nenber of the Armed Forces

Epi dem ol ogi cal Board from July 1996 to

his contributions and expertise and his

July 2000, for

| eadership on

the Board, and his service especially as Chair of the

Environnmental and Occupational Health Subcommittee.

Dr. Anderson significantly enhanced the health and well

being of Soldiers, Sailors, Airmen and Mrines, DoD

civilians and famly nmenbers, and it's

signed by Dr

Sue Bailey, Assistant Secretary of Defense for Health

Affairs.
(Appl ause.)

DR. ANDERSON: Thank you.

DR. LaFORCE: To Ron Waldman, deepest

appreciation for contribution to the
Epi dem ol ogi cal Board.

(Appl ause.)

Armed Forces

CAPT. TRUMP: A Certificate of

Appreciation for his service, which happens to be from

July 1996 to July 2000 also, and for his outstanding

| eadership in infectious disease and for
even though he couldn't continue to do
woul d have |iked to, that's for Board
for policy recommendati ons and program
again, signed by Dr. Bail ey.
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DR. WALDMAN:  Thank you.

(Appl ause.)
COL. DI NI EGA: W will mail out -- to the
ot her menbers who are departing, we will mail out their

pl agues and certificates.

| have sonme announcenents. Just a few
rem nders. Don't forget to turn in your badges,
ot herwi se, they'll cone |ooking for you. Tonmorrow -- |
have schedul es here -- tonorrow is a closed session for
the nmenmbers, and we start at 7:30. And | have
cl earances on everybody except -- and it's just sone of

them go through easy, sonme of themdon't. There's a | ot
of paperwork, we all know that, and it just takes a | ot
of tinme. So the ones that would have to step out --
M. Plasse's presentation is one, and then actually
Lt Col . Schnelle has one classified, so I told her to
show it at the very end of M. Plasse's presentation so
the others can cone back in and join the group, and
we'll get the guideline just to the discussion, what
can be said and what can't, but the follow ng cannot be
here during the <classified presentation -- Dr .
Al exander, Dr. Atkins, Dr. Gardner, Dr. Sokas -- is she
com ng tonorrow?

DR. ALEXANDER: Yes, she's comng with ne,

but we're going to be come a little |ate.
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COL. DI NI EGA: Yes, but be here for --

once M. Plasse is done, you can be in here. Dr. Tsai
you can cone a little bit |ate. And Col. Graham -- |
guess he knows he can't be here during the classified
brief. The rest of it is going to be open and -- the
rest of the presentations and the discussions, so we
need all the nmenbers of the Board to address it. I
will hand out tonorrow previous recomendations from
previ ous deli berations.

In addition, tonmorrow we do want to try to
get done with making recomendati ons on the threats and

try to finish up the business, and in the Executive

Session during the rest of the norning, we will try to
gi ve conceptual approval for the initial draft
recommendati ons or thoughts, and then we wll try to

finalize it by e-mail.

W will be having a working lunch from
Heavenly Ham It'"s going to be a box lunch and w |
cost essentially $7 a person, so if you can cone wth
$7, and I1'll pass out the order fornms in the norning
and then we'll have to call it in, but essentially you
create your own box lunch with sandw ches, choice of
bread, condi ments, side dishes, cookies and beverage.
And then they'll deliver it. "Il pass the forns out

tomorrow norning and then collect them up with the
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For dinner tonight, do we want to set a

time for those interested to just nmeet in the | obby?

DR. LaFORCE: Yes. Vhat tinme, 7:15 or

7: 00, or what's your pleasure?

(Si mul t aneous di scussion.)

DR. LaFORCE: We'll meet at 7:00 o'clock
in the | obby.

(Wher eupon, at 5:15 p.m, the neeting was
adj ourned, to reconvene at 7:30 a.m, on Wednesday, My

31, 2000,

(202) 234-4433

in the same room)
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