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P-R-OCE-E-D-I-N-G S
(7:42 a.m)
VEL COVE

PRESI DI NG OFFI CER LaFORCE: First off,
this is nmy first visit to this facility, which
apparently just opened. When did it open, March or
sonething? Was it |ast March?

MR. M LLER: We' ve been noving in since
May of | ast year.

PRESI DI NG OFFI CER LaFORCE: Since May of
| ast year. What a spectacul ar pl ace. "' m | ooki ng
forward if we have a chance to wander around a
little bit later on, but what a beautiful facility.

So it's obviously a pleasure for the Board to neet
her e.

Ot her than saying hello, 1'm going to
turn this over to Ben in terns  of sone
adm ni strative details for right now Ben?

ADM NI STRATI VE REMARKS

COL DI NI EGA: Good norning and wel cone
to the fall neeting. First off, 1 want to thank
WRAI R and Col onel Crunrine for hosting the neeting.

W mssed one last year, primarily because they
were in the process of noving. So there was an

agreenment between he and | to hold it off wuntil
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t hey reopened and settled back in. They're settled
in, and they're very willing to host us.

There's been a long relationship between
the AFEB and WRAIR and especially the Division of
Preventive Medicine. | also want to thank the
Di vi si on of Preventive Medi ci ne for their
assistance in the pre-preparations, especially M.
St eve Gubeni a.

W are in a transition phase at the
AFEB. So our nmenbership with the people rotating
off this past summer is down to 13. And ten of the
menbers said that they'd be here today. We'll go
around sonetine later on and have them introduce
t hensel ves.

| also want to nention that we have
several preventive nedicine liaison officers that
have rotated. And at |east one | recognize in this
forum First is Captain Dave Trunp, who has |eft
his position at Health Affairs. Captain Trunmp is
t here. And he is now at the Unifornmed Services
Uni versity under a different kind of pressure.

Li eutenant Colonel Frank Souter 1is a
Canadi an medical |iaison officer, has retired, and
is replaced by Lieutenant Colonel Fensone, who,

unfortunately, couldn't be here today.
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And then for the Coast Guard, Conmmander

Tedesco has turned over the reins of l'iai son

officer to the Board to Commander Sharon Ludw g,

who is the preventive nedicine officer. One of
them was supposed to be here today. |"m sure
they'Il show up | ater.

We have an NCO provided by WRAIR to hel p
us wth the admnistrative things during the
nmeeting. That's Staff Sergeant Truss, and she is
standing here in the back. So if you need any help
of any sort, mnessages, telephone calls, taxies, et
cetera, directions, Sergeant Truss wll be nore
than willing to help you.

The bathroons are outside and to the
right, catty-corner right here in the hallway.
There is a cafeteria if you go straight down the
hal | way through the double doors to the left. And
they have nore substantial things than the coffee
that | have here. For the coffee, we're asking for
donations, 25 cents a cup or a dollar for the whole
day, with whatever you want to do.

Thanks to Jean War d for her
adm ni strative support in preparing for t he
meet i ng. She's unable to go to the neetings

anynore, mainly because she has a nmedical profile

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

which limts her to no nore than an R standing, an
RFP.
As | said, we're in an in-between phase.
The preventive nedicine staff officers nmet and
reviewed the CVs that were submtted as nom nations
to the Board and actually selected seven people,
but we ran out of people for one of the positions.
And so six people are in the appointnment process.
"Il be soliciting on a continuous basis any
recommendati ons for people to sit on the Board in
any of those three commttees.

| expect those appointnments to be ready
for their nmeeting, the winter neeting, which wll
happen January- February time franme, pr obabl y
February tinme frame, of 2001.

There are sign-in sheets on the outside.

If you haven't signed in, please sign in sonetine
during the break or during the norning if you
mssed it on the way in.

As | mentioned, there's coffee only
available in the room Pl ease be careful of the
cups and don't ruin Colonel Crunrine's beautiful
executive board room

The cafeteria for |lunch, also options

for lunch are the PX conplex north of the building
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has a snack bar to include a deli section. And
then across the street on Brookville Road, there
are a couple of eateries, a deli, and a Mexican
restaurant. So we'll have lunch, enough tine to
give people if people want to go el sewhere to do
t hat, about an hour and 15 m nutes.
Tel ephones for nessages incomng go to
the commnder's office. The nunmber is (301)
319-9100 or 9209; the fax machine, (301) 319-9227
And if anybody needs a taxi at any time during the
nmeeting, Barwood Taxi is at (301) 984-1900.
A remnder to the Board nenbers, the

travel settlenents at the end of this neeting,

after you get home, if you can fill them in, the
1352s, and send them in to Jean. And we'll review
them and send them in for paynment. And then once

you get your white paid settlenment voucher, be sure
to send Jean a copy so we can track our expenses
and our budget.

In the past, there have been sonme travel
glitches where nenbers have had to nake |ast mnute
changes. If you'd take a look for those who flew
in the itinerary from Carlton, on the |ast page is
an 800 nunber that you can call 24 hours a day that

Carlton has set up
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You can al ways work through them to nake
travel changes. And that would be whatever you
made with them originally, wusually the rental car
and the airline. But you can do that at any tine
if you need to make travel changes.

W sent out a letter to the Board
menbers with cal endar. We need your non-avail able
dates so we can | ook at the neetings for next year.
W want to stay in probably the February tine
frame for the winter nmeeting in a nice warm pl ace.
And the Air Force is hosting next tine. I
menti oned Hi ckam anyway soneplace warm no bi as.

And then the neeting after that is our
annual BWthreat review, and that's normally in the
May time franme. The chairman rel eases by the books
they're supposed to review and releases a new BW
threat list by 1 April. That has varied from year
to year to md April to end of April to sonetinme in
May and one year none at all as they felt that they
didn't need any change.

It's a responsibility of the Board to
review those BW threats and make appropriate
count ermeasure reconmendati ons. So | think the
best timng for the meeting is md My for that

meeting. And that wll be sonewhere in the D.C
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ar ea.

And then the fall meeting, | think
Septenber is a very good time frame for the
meeting, for nost of the people involved with the
nmeeting. So we do need the cal endars back as soon
as possi bl e.

The agenda if you take a |ook at the
agenda, it's pretty full. For the nost part,
speakers have 20 mnutes and 10 mnutes for
di scussi on. Pl ease leave time for the discussion
period because that's what npst people want to see
from the Board, what comments they have on what's

bei ng presented.

Because this is a down tine, |'ve tried
to limt the anmount of formal questions to the
Boar d. Wth only 10 people, subcommttees will be

conpri sed of anywhere from2 to 3 people.

But there are two questions. One is the
ongoi ng ergonom cs question, and there wll be an
updat e by Lieutenant Col onel Lopez this afternoon.

The other question is a nore fornmal
gquestion, and that's from the U S. Navy. And
that's looking at a criteria for assessing the
performance of m crobial-based cleaners. And we'l

hear that presentation this afternoon, but this is
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an area where in ny discussions with people there
is no regulation on those products. And so as the
services start buying them they want to take a
| ook at what their performance criteria should be
that they should be asking for.

| had sent that out on e-mail as a
read- ahead. I think 1 only got one person who
couldn't open the attachment this time. There have
been problenms with things going out in Wrd and
peopl e unable to open the attachnent. If you |et
me know in the future, what |'Il end up doing is
just copying the attachnment right into the body of
the text of the e-mail.

Tomorrow norning there are two very,
very -- they're all interesting presentations but
t wo very I nteresting present ations with a
hi storical slant.

If you look at your agenda, we need to
make a correction. | have down there the "Disease

and Non-battle Injuries” at 8:15 tonorrow norning

"During the Korean War," M. Smth. It should be
Dr. Smth. Dr. Bill Smth is the Chair of the
Mlitary History Departnment at USU. He was an
understudy to Dr. Joy for many, many years. V\hen

Dr. Joy stepped down, he took over the departnent.
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So he'll be giving a very interesting talKk.

Also, a long-tinme previous nenber and
presi dent of the Board, Dr. Ted Wodward has agreed
to come and neet the current Board nenbers and al so
give his coments and viewpoint on the AFEB. And
that will be tonorrow nmorning after Dr. Smth's
present ation.

If you take a | ook at the agenda on the
front page, a couple of npre corrections. The
Health Affairs representative, since Dr. Trunp |eft
his position, his position remains unfilled And

Li eutenant  Col onel Rick Riddle is the acting

liaison officer to the Board and is there
tenmporarily. They're working hard to get a
replacenent. We'Il see how that turns out.

Let's see. There was one nore. In the

2:15, 1415, presentation block that says, "To be
determned,” if you want to add "M crobial-Based
Cl eaners,"” that's when the question will be raised
to the Board. Captain Bohnker, BOHNK-E-R -- |
think I'm saying his name correctly -- wll be
maki ng that presentation.

W wll have a break mdnorning and
m d- af t ernoon al so. Did you want to nention the

evening activities at this tine?
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PRESI DI NG OFFI CER LaFORCE: Yes. As

many of you know, |'m sort of a bachelor for a
while in CGeorgetown since, unfortunately, we have
not sold our house in Rochester yet. So I am a
split famly. M wfe is in Rochester, and | amin
Geor get own. We're actually going to nove this
weekend, but | have the townhouse this week while
the AFEB is neeting. And so it's ny pleasure to
host a reception this evening at 1406 27th Street.

We'll put it down. It's actually very
easy to get to fromthe Dupont Circle Metro stop or
t he Foggy Bottom Metro stop, either way. And | was
hoping that at the end of today's session to invite
you all to come by and have sone w ne, beer,
cheese, whatever, at the townhouse.

And then there is a whole selection of
restaurants around, those of you who are famliar
with east Georgetown. The Ethiopian restaurant is
not far down the street. There are Italian
restaurants, Vietnanmese restaurants all over the
pl ace. And then we could split up in various
culinary groups and go on fromthere.

Then it's pretty easy to get back up
because the subway, as | say, is right at Dupont

Circle or at Georgetown, which then connects to the
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line that conmes right up here. It's really quite
easy.

So I'Il have a sort of rough map for
this afternoon, but it's really quite sinple to get
to. Hopefully we'll see many of you this evening.

COL DI NI EGA: Just a few more rem nders

first to the speakers. Pl ease stay wthin your
allotted tine. "Il wave ny hand when you're at
five mnutes if | remenber to.

The nmeeting is being recorded. It's
bei ng transcri bed. So if you can state your nane

before you speak or make comments? The only way it
can be picked up is through the m crophones up here
and the table. So if you want to conme up, we'll
slide the mcrophone down to anybody who wants to

make comments from t he audi ence.

Handouts from the speakers. |If you give
them to nme before your presentation, |1'Il take
care. | will take care of handing it out, and the

order of handing it out is first to the table and
t hen, secondly, to the audiences. W will put any
| eftovers over there on that table.

Then a reminder that this is an open
meet i ng. Anybody can conme to the neeting. And

there may be nenbers of the media present in the
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audi ence.

Wth that, we can start.

PRESI DI NG OFFI CER LaFORCE: Okay. It
begins with Colonel Crunrine, Comander at Walter
Reed Arny Institute of Research. Colonel Crunrine?

VIEL COVE/ W\RAI R BRI EF

COL CRUMRI NE: Good nor ni ng. well, |
see famliar faces and unfam|liar faces. I"d like
to welcome you all to the conbined facility here.
It's not only the WRAIR, the Wilter Reed Arny
Institute of Research, but it's the home of the
Naval Medical Research Center as well.

As part of a base realignment and
cl osure action in the year of 1995, they have been
coll ocated with us here. So you will see people in
the Navy whites and khakis along with the folks in
the Arnmy greens. And we do have an Air Force
officer up on the third floor now and then as well.

So we're pretty much a tri-service organi zati on.

This institution has |ong been known in

the field of preventive nedicine and infectious

di sease. We also have responsibilities in conbat
casualty care as well and things we cal
operational nedicine. And that research area

focuses on sl eep and performance issues.
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For those of you that have tine,
wel come you to wander the facility at your own
risk. Ask the researchers what they're doing. You
may stay there |onger than you expect. They all
like to talk about their work. They're, quite
rightly, proud of the work they do here.

We al so have across the street fromthis
facility this way a pilot bioproduction facility
where we can make our own GW |ots of vaccine on a
pilot basis and wuse that as a basic scale-up
capability prior to going back out to conmmercial
entities for full-scale production.

So we enconpass a | ot of work from basic
to applied research clear up through to production,
smal | -scal e production, of vaccines. And we have
the capability for doing clinical trials as well as
a sleep suite, which is directly above us, where we

can do sonme of our sleep and performance studi es.

Wth that said, | don't want to take up
too nmuch of your tine. As | told Ben earlier,
just cane back from | eave. My "In" box |ooks like

your stack of handouts here.

So if you'll excuse nme, after | welcone
you, | wll bid you a good neeting, welcone. | f
you're available at lunchtime, | wll be glad to
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conduct sonme informal touring for small groups.
And | can probably catch a few other guides. | f
you have specific questions, specific interests,
et us know. If there is anything we can do to
hel p you in addition, let us know.

Thank you.

PRESI DI NG OFFI CER LaFORCE: Thank you
very nmuch, Col onel.

Let's begin. W're a few mnutes early,
which is great. The Health Affairs representative,
Li eut enant Col onel Rick Riddle?

PREVENTI VE MEDI CI NE OFFI CER UPDATES

LTC RI DDLE: First, good norning. It's
a pleasure for me to be here to represent Health
Affairs. | can hardly take Captain Trunp's place
but maybe can fill in in the interimuntil we have
a preventive nedicine officer at Health Affairs.

| just wanted to update on a couple of
t hi ngs. As you may know, Dr. Clinton has been
appointed as the Acting ASDHA Dr. Clinton cones
to us from the Public Health Service. He's a
physician with an MPh. So |I think he relates very
wel | to t he wor Kk of t he Ar med For ces
Epi dem ol ogi cal Board.

Dr. Bailey nmoved over to the National
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Transportation Safety Agency. You my have

recently seen her on TV addressing the Firestone

tire issue. So it's kind of |like out of the frying
pan into the fire. So she's certainly been busy
t here.

| did want to thank the AFEB. Recent |y
they did an evaluation of a manuscript for us on
the squalene antibodies by Asa, et al. e
certainly appreciate that, and | think that goes to
the merit of the AFEB on our previous responses to
Congress on this issue.

They wusually had a letter back to us
before they received our letter. | think they took
the AFEB review with the nerit that it deserves.
And we haven't heard anything back. So hopefully
that reinforced | think the findings that the AFEB
had and certainly our feelings with that work and
certainly appreciate that from our perspective.

Some of the recent activities at Health
Affairs certainly have been focused on the budget,

the expansion of care to our beneficiaries under

the Warner Anmendnent. We expect that to conme out
in the authorization bill, mybe as early as this
week. So that's going to be inportant for us to

wor k t hrough.
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Certainly another issue of concern that
has been on the table for us is the Boxer amendnent
in the appropriations bill, which has sone severe
[imtations on our ability within the Departnent to
share information and nedical records of active
duty and beneficiaries outside DOD. So we're
certainly working that issue very hard and hope to
make sonme progress with that.

One of the issues on the agenda for the
AFEB today is the adenovirus. And | | ook forward
to the presentations by Dr. Gray and others on
t hat . It m ght be of sonme nerit in the absence of
a vaccine for the AFEB to re-look the preventive
medi cine and public health practices in place at
the recruit training centers and naybe update the
prior recommendations that we had as to how we can
address the norbidity from adenovirus in the
interim because certainly the ability to bring a
vaccine online or to have a vaccine is many years
down the road. In addition to those issues, |
think we need to look at what we can do from a
preventive nedi ci ne perspective.

We have been working very closely with
t he Joi nt Preventive Medi ci ne Pol i cy Group

addressing the national influenza vaccine shortage.
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And Col onel Bradshaw is going to provide an update
to the Board on our current plans and where we're
going with that issue.

We certainly appreciate our working with
CDC on a nyriad of issues and kind of |ook forward
to a relationship there and with the Board and
hopefully filling Captain Trunp's position and
getting a preventive nedicine officer on staff.

I think that kind of reflects overall
the services' shortage of preventive nedicine
assets. We have tried to address that issue and
certainly hope we have nmre focus wthin the
services to fill +those positions and fill the
preventive nmedicine officer slots.

PRESI DI NG OFFI CER LaFORCE: (Questions?

Ben, you're on.

COL WTHERS: Thank you.

Good norni ng, Board nenbers. [''m
Col onel Wthers, Arny representative to the AFEB.
Frankly, 1'm going to be very brief this norning.
Col onel Bradshaw is going to cover flu. That's
really all of our big issue right now. And Maj or
Pavlin will cover West Nile virus in great detail,
overal | program

Really, the only thing | wanted to
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discuss was a little bit of Wst Nle virus
surveillance results at sonme Arnmy installations.
We've actually only had activity -- we've had a
little bit of West Nle surveillance activity at
two Arny installations this year. Real Iy, none of
them is that big a deal but just thought | would
bring up sonething interesting.

One is at Fort Hamlton. That's a tiny,
little post, 180 acres. | don't know why we still
own it, frankly, but it's on the east side of the
Verrazano Narrows Bri dge. Of course, it's in the
hot bed of West Nile virus activity.

There was a dead crow found there back

in late August. So that generated a lot of
excitement. The city decided to spray in the area.
We have had ongoi ng, meanl y weekl y,

nosqui to-trapping surveillance for nosquitos at
nost of our installations in the East Coast all
sunmmer. This sparked enhanced surveill ance.

We did, in fact, conduct enhanced
surveillance the night before the city sprayed and,
lo and behold, found a couple of nopsquitos.
Actual ly, three pools if |I've got it right or three
Cul ex pipiens nosquitos were found in a pool. A

pool is a group of 25 npbsquitos sorted by species.
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They can all come from the sane trap, but they
take them and divide theminto pools.

Anyway, the spring did, in fact, cause a
| arge knockdown in the nosquito popul ation. The
very next night, very few nobsquitos were found,
only about ten percent, and none infected.

So we're sinmply continuing ongoing
nosquito surveill ance. And the locals at Fort
Ham [ ton are al so redoubling their efforts to knock
down the nosquito population through what they can
do around the housing area and what not.

At West Point, 50 mles north of New
York City, we've also had regular non-enhanced
surveillance -- that's weekly -- done by the |ocal
engi neers and what not.

No i nfected nosquitos have been found at
West Poi nt . However, three dead birds were found:

one in late August, two in early Septenber. They
were a house sparrow and two cedar waxw ngs.

We dispatched a team and conducted
enhanced surveillance for a week or two but decided
t hat no particul ar extra-area sprayi ng or
count ermeasures were necessary. So we're sinply
continuing local neasures there, surveillance and

| ocal neasures.
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That's all. Are there any questions?
Yes, sir?

DR. LANDRI GAN: Col onel, do the |oca
measures include sending troops around every couple
or three days to deal with any standing water; for
exanpl e, setting up the canvas to --

COL W THERS: Yes. Qur | ocal neasures
have included just good spraying that should be
adequate given the installation and, yes, attention
to standing water pools to get rid of them and to

spray them as needed.

That's actually done -- you nentioned
troops. It's done by the facility engineer at Arny
installations, actually. It wouldn't be a soldier

activity, but our civil engineers would do that.

Any ot hers?

PRESI DI NG OFFI CER LaFORCE: Yes. I
assunme there have been no suspected cases or any
di sease related to this, has there?

COL W THERS: Well, not on the Arny
instal |l ation.

PRESI DI NG OFFI CER LaFORCE: Ri ght .

COL W THERS: Nationwide | think we've
had ei ght or --

PRESI DI NG OFFI CER LaFORCE: No.
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Nati onwi de | understand that.

COL WTHERS: Yes. Eight.

PRESI DI NG OFFI CER LaFORCE: But within
the mlitary --

COL WTHERS: Right. That's correct.

PRESI DI NG OFFI CER LaFORCE: Okay. Fi ne.

COL DI NI EGA: Just a coment. Lat er
this afternoon Major Julie Pavliin will be talking
about DOD's West Nile fever surveillance program
And she'll have nore detail in what the mlitary is
doi ng specifically on installations within the risk
ar eas.

COL WTHERS: Any others?

(No response.)

COL WTHERS: Thank you.

PRESI DI NG OFFI CER LaFORCE: Thank vyou,
Col onel W thers.

Col onel Bradshaw, the Air Force Surgeon
General's office.

COL BRADSHAW As has already been
mentioned, | am speaking | guess for the Air Force
but also kind of in a joint capacity today as the
current Chair of the Joint Preventive Medicine
Policy G oup.

As many of you are probably aware, the
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CDC in July nentioned that there was going to be a
del ay and essentially a functional shortage of the
i nfluenza vaccine this year.

The Joint Preventive Medicine Policy
Goup working wth several others from the
| ogi stician conmmunity, some of our infectious
di sease folks, someone from the pharmacoecononic
center, and several other individuals are working
on a plan to take the CDC recomendations and try
to nove forward with them So this is what we have

been wor ki ng on.

And so | agreed to try and take the
overall view of +the influenza vaccine shortage
appr oach. And then you may hear sone things from

sone of the other preventive nedicine officers on
sonme things pertinent to their particular service,
but that's what I will be focusing on.

So if we can go ahead, go to the next
slide. As noted, the CDC cane out with their first
notice on this in July. Where they said there was
a definite delay and possible shortage, this was
because of |ower than expected production yields,
but this was mainly with the Panama A strain, which
is a new strain added this year.

Sonme of the conpanies had some probl ens
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in initially growing this and the eggs. Those
problems | think have since been resolved fairly
wel |, but a couple of the manufacturers -- we have
four Jlicensed manufacturers here in the United
St at es.

And two of the four had problens in
their production line with FDA processes. One of
those seens to have solved those, but one of them
still is not in production. So that has
conplicated the problem that we had with grow ng
t he new strains that were added.

Next slide. Because of this, CDC
decided that since we would have a functional
shortage and del ay, t hat for some  peopl e,
particularly those that organized canpaigns would
be in place for, that those should be delayed at
| east until Novenber.

The routine vaccination of individuals
who are at high risk for conplications of influenza
woul d go ahead and proceed as usual through their
health care providers, but any other individuals,
t hose things should be del ayed.

In this setting, it was nentioned that
we should develop provider-specific contingency

plans to deal with the problem the influenza
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vacci ne shortage.

Next slide. Now, in the Departnment of
Defense, in the mlitary, we historically have used
about 2.8 mllion doses a year. Now, currently
what we have on hand is just barely 240 or 230
t housand doses, which one manufacturer has supplied
and got out on tine. And we have that in the

repository at the Defense Supply Center I n

Phi | adel phi a.

Qur maj or supplier, one of our
contractors, supplies 2.5 mllion of our 2.8
mllion doses. Unfortunately, this supplier is one

of those that has had problenms with their FDA
processes. And so they are going to be del ayed,
but the word is that they expect to have vaccine
available early in October. And that 1is not
changed, but still it's a little bit iffy. There
are another 40,000 doses that we expect from
anot her manuf act ur er in October-Novenber tinme
frame.

Next slide. Now, this is sone estinmates
that we did through the Population Health Support
Office and PASBO, which is the Arny's patient
adm ni stration information source.

Looking in the SIDR/ SADR databases for
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our populations over 65, which is one of the
hi gh-ri sk categories, the users, which is sort of a
construct, actually, a conposite based on
cal cul ati ons of people that use various different
services at the facilities, -- so, for instance, a
person who uses the pharmacy only, the pharnmacy
benefit only, would be a .2 FTE, or full-tinme
equi val ent . So it's kind of a conplex calcul ation
here, but this is just an estimate for us of who
actually is using our facilities.

That's about 360,000, which you can see
qui ckly dwarfs the available vaccine that we have
on hand if indeed every one of those was really
using our facilities in an eligible beneficiary.

For those that are high-risk nmedically,
those wth things I|ike diabetes or chronic
obstructive pulnonary disease or other problens,
those we found | ooking at the I1CD-9 codes, we have
about 50,000 of those. So those we probably shoul d
not have too nuch of a problemwth.

For our pregnant patients, those in
second and third trimester of pregnancy, we have
anot her 50-sonme odd thousand. So if it was just
those two groups, we should probably adequately be

able to cover those individuals with the vaccine
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that we currently have on hand. So the big
guestion mar k IS really about t he el derly
popul ati on, how many of those actually would be
i nvol ved.

If we look at all eligibles, for
i nstance, nmost of our over 65 are supposed to be
taken care of by Medicare. But if all of those
hear there's a shortage and flood into our mlitary
treatnent facilities, then we could, of course, be
overwhel med fairly quickly.

Go ahead. Next slide, please. One of
t he probl ens IS t hat t he current CDC
recommendations did not specifically discuss the
mlitary issues, specifically the mlitary issue of
r eadi ness.

Now, the pandem c plans that have been
di scussed in draft form do include infrastructure.
And that includes |like emergency first responders.

It also specifically nmentions mlitary
and the mlitary readiness issue, but that's in the
pandem ¢ setting. And when | brought this up at
the |ast Advisory Commttee for | mmuni zati on
Practices neeting, this shortage plan really
doesn't address or include that.

As a consequence, the Joint Preventive
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Medi cine Policy Goup has tried to look at this

our issues of mlitary readiness, and try and fit
it in with our responsibility to our vulnerable
popul ations to see how we can prioritize them and
try and cover all of our responsibilities in the
mlitary services and al so the Coast Guard.

Next slide, please. This is the vaccine
prioritization we have cone up wth. It very
closely follows the CDC recommendati ons. The one
exception is at the top. W have tried to identify
sone m ssi on-essenti al or m ssion-critical
personnel which would proceed in parallel with our
vul nerabl e popul ations, although this we're trying
to communicate to our line side that this has got
to be very granul ar. And it's got to be down in
the few thousands, even at the nmost tens of
t housands, and that it has to be really |ooked at
carefully to see who really is m ssion-essential.

Of course, the other things follow
fairly straight in Iline except that we shortly
after the major, the high-risk people, and the
health care workers, we start nmoving in our other
operation of mlitary personnel, other popul ations
where epidem c outbreaks mght be a problem such

as our trainee populations, and then on down the
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i ne. This fairly well tracks pretty closely with
t he CDC recommendati ons.

Next slide, please.

COL GARDNER: Can you give us sone
nunbers on those seven groups?

COL BRADSHAW Well, that's what we
tried to do with the earlier slide. W mainly
| ooked at the high-risk fol ks because those are the
ones that we knew would be right up front. What we
don't have a good handle on is, for instance,
what's going to end up being m ssion-critical.

We have very |large |lunped categories,
for instance, |like the folks that are forward in
sout hwest Asia, in Korea, which are hot spots, but
anong those, for instance, there is also shipboard
popul ati ons, where we think people would be nore
vul nerable and they would also be kind of
m ssion-critical. Those could be very large
popul ati ons indeed. And, again, that would tend to
overwhel m our 230, 000 doses that we have in hand.

So that's where we're going to have to
pare things back with the line and | ook at: wel |,
should it be pilots, air traffic controllers,
speci al operations personnel, a few other people in

conmand and control? It really has to be | ooked at
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in specific detail and get very granul ar.

Next slide, pl ease. This is just
| ooki ng. Sharon Ludwi g took the information that
was in the spring MWR, which were the general
recommendations on influenza that CDC put out,
| ooked at the hospitalization rates, took the
| owest category as one that did rate rati os.

And this kind of shows you the
hi gher-ri sk ver sus | ower-ri sk popul ati ons,
"hi gher-risk" nmeaning those nedically high at risk
and what their risk for hospitalization is.

And it's a U-shaped curve where the very
young and very old are really at nmost risk. And if
you'll notice, those over 65 as a whole category
are at higher risk than the next category down who
have medical conditions that would give them an
i ndication for vaccine. So this just kind of helps
put the prioritization schene in sonme perspective.

Next sli de, pl ease. We nentioned
antiviral drugs 1in our plan. However, they're
really not recommended for w despread wuse in
prophyl axi s. Treatnment only gains you about an
extra day. And there's no good evidence to show
that it prevents conplications.

So CDC is not really recommending a |ot
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of wuse for the antivirals. However, certain
popul ations, like our trainee populations, if we
identify an outbreak, we can cohort them We can

put them on antivirals. And that mght be a place

where we could utilize antivirals.
Next sli de. This is the wvaccine
di stribution plan. We currently have about ten

percent of the vaccine on hand, as you heard
earlier. W plan for the supply center to
di stribute the vaccine proportionally based on the
hi storic requirenments that have been submtted by
the mlitary treatnent facilities.

Local distribution would then be by the
priorities that we have agreed upon or are trying
to agree upon. And then the additional vaccine
woul d be distributed when it becones avail able.
That's our current plan for distribution.

Next slide. This just notes that we
have been able to plug in from Captain Trunp's
previ ous involvement with the ACIP. " m taking the
interimrole in that.

So we are participating in the influenza
pl anning activities. The plan for prioritization
is currently being staffed by Health Affairs out

t hrough the service SGs and also the Joint Staff
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and on the |line side.

Next slide. These are just sone future
recomendati ons to consider. | think we're kind of
caught right now because the majority of our supply
is from one of the problem manufacturers. And it
may be better that since we have three on contract,
maybe we spread that out a little better and it
m ght make us | ess vul nerabl e.

We need sonme surge capacity anong the
suppliers so that we could shift to another one who
is not having production problens. And at the
national level, there are questions about: I's
there any way to nove strain decisions earlier? O
cour se, we need to look at faster gr owmt h
met hodol ogi es.

Last slide here. I just wanted to
qui ckly mention sonme responses sonebody may have
menti oned before, but | know the Board likes to see
where we're acting on the recomendati ons.

The Air Force has inplenmented varicella
screening and i mmuni zati on in our recruit
popul ati ons. And we have a plan for using history
to update other vulnerable people in that setting.

The chlanydia preval ence. Li eut enant

Col onel Neville is planning a preval ence study in
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our population since we don't have that data,
al though we are |ooking carefully at the data that
had been supplied by others in the Army and Navy.

We also have nmde the npbve this summer

to put all of our beneficiaries in a mlitary
i mruni zation tracking system registry. So we wll
have an immunization registry of all of our

beneficiaries now W did the active duty in 1998,
and we have now picked up all other beneficiaries.

So we wll have that capability of tracking
everyone.

We're also doing the individual nedical
readi ness software, which will help us track our
readi ness needs. Just a quick wupdate on Air
Force-specific issues.

Any questions now?

COL GARDNER: Yes. |'ve got a few. I
was on a conference call the other day wth CDC
Were you on that one, too?

COL BRADSHAW  Yes.

COL GARDNER: In going back to all of
the seven groups, it seenms to nme you'll require
nore than 2.8 mllion doses.

COL BRADSHAW We ar e. Vel |,

potentially it could be, but our historical use,
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realizing that not everybody takes advantage of
what's offered ends up being 2.8 mllion.

COL GARDNER: By quite a lot, right,
because sonebody elderly you are giving -- about
one in seven, | guess, of people are accessing it
through mlitary, the elderly.

| guess ny questions were a couple.
One, would the mlitary consider going in a
different direction than CDC in ternms of --
everyone would agree that the elderly and the
m ssi on-essential folks should be highest priority,
It hink. The question is: As you nmove down the
list, what I|ooks nore |ike civilian priorities,
where the strong consensus is to try to direct, as
possi bl e, vaccine that's available early toward the
hi gh-risk people, rather than the well people,
which currently consume about half of the vaccine
in the United States.

So yesterday, the roundtable discussion,
how do you not give it to the 40-year-old healthy
person and get it to the elderly or other people?
And sone of the groups further down your list were
nore in that category than the high Iist.

So one of the questions that occurred to

me, would one consider a policy of stockpiling the
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neur am ni dase inhibitors, perhaps as an early --
there are two other facts. One was that we didn't
seem to have a lot of early data from the
surveillance system that there is a lot of
influenza this year. The surveillance from Asia
and South Anerica that was reported showed
relatively low levels of influenza at this time of
year. So it doesn't look at this point that we're
in for a big year, but that's prelimnary dat a.

Secondly, there was a nore optimstic
report t han previ ously about t he ul timate
availability of the vaccine and that this is nore a
delay than a shortage, but that was not a definite
feeling. That was the consensus.

So the strategy | guess that occurred to
me would be a couple. One, should we Dbe
stockpiling neuram nidase or sonething that m ght
help in an epidemc situation should it hit?

Secondly, because we're only going to
get a tenth of the vaccine that we're |ooking for
on time because of the trouble with the Weth
vacci ne, would you consider a mnagnani nous gesture
by the mlitary in which you would prioritize to
just giving the high-risk and the m ssion-essenti al

fol ks but for the other folks you would rel ease the
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vacci ne recomendations until availability?

You may not have a choice on that in
order for it to be given to the high-risk civilians
| guess is the other issue. You would take a
chenmoprophyl actic nore aggressive approach, whether
by choice or beconme |ess aggressive for the |ower
priority groups on your |ist.

COL BRADSHAW | think, as | mentioned
yesterday, the problem for us is that one of our
maj or manufacturers and contractors is one of those
that has a problem with the del ay. So it's al nost
a noot --

COL GARDNER: You may not have a choice
on this.

COL BRADSHAW It's al nbst a noot point.
Qur plan is | think to do our high-risk folks
first if we can and a few mssion-critical folks
and then as vaccine beconmes available, which is
very simlar to the CDC recommendati ons, then go
with our nore organized approach with |ower-risk or
i ndi viduals, which mkes nme think that we wl]l
probably be in a position of not necessarily being
able to help out on the early side wth the
hi gh-ri sk fol ks by shifting vacci ne.

I mean, [ think we do have, for
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instance, wth our trainee populations a plan of
using antivirals possibly with them if vaccine is
not yet avail able. And that's a contingency for
t hat purpose.

COL GARDNER: Are we stockpiling the
antiviral s?

COL BRADSHAW W have not nmade a
decision to do that right now because, | nean, CDC
doesn't really recommend them strongly in use. And
| really think the only ones that probably need to
consider that for our folks would be our training
centers and perhaps -- you know, | don't know if
the Navy has decided whether or not they want to
use it for shipboard personnel, but it would seem
to be unwieldy to do that. So it's outbreak
control in ny m nd.

Dr. Ostroff?

PRESI DI NG OFFI CER LaFORCE: Could | ask
menbers to just introduce thenselves before you
make a comment for the record, please?

DR. OSTROFF: Steve Ostroff from CDC.

If 1 remenber correctly, a couple of
years ago when A Sydney cane along, the vaccine
clearly didn't work that particular year. In fact,

if 1 remenber, the mlitary did vaccine efficacy
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esti mtes of basically zero.

"' m wondering if you | ooked at your data
from that particular year to help guide you in
terms of your prioritization based on where you saw
particular problens that year when essentially
t here was no vaccine either.

COL BRADSHAW We did not. | don't know
if anybody else did, but I know it did come up in
our discussions.

Yes?

DR. ALEXANDER: " m Li nda Al exander. I
had a question about your chlanydia prevalence
st udy. Woul d you describe that a little bit? Are
you doing males and females? And are you just

| ooking at new recruits?

COL BRADSHAW |'m going to defer to Dr.
Nevi | | e. He's trying to take the lead on that for
us.

LTC NEVI LLE: Yes. We're still in the

pl anni ng stages, but we do plan to |ook at fenales
first and then males. It's a relatively snall
sanpl e. It's alnmobst nore of a feasibility study
for the basic trainees because the basic training
popul ation or the basic training tinme in the Air

Force is so conpact and full of stuff.
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So to sgueeze in a screening test and
then to follow up for causes, contact tracing for
females is a little bit of a challenge. So this is
nmore of a feasibility, a very small preval ence
st udy. | mean small nunbers | should say, not the
t housands that you see in the RME

DR. ALEXANDER: Ri ght.

LTC NEVILLE: If it works, if it's
feasible and it works, then it may grow to doing it
for all of the trainees as they conme in.

DR. ALEXANDER: Are you saying that when
femal e recruits come into the Air Force, they have
a gynecol ogi cal exam as part of their in
processi ng?

LTC NEVI LLE:  No.

DR. ALEXANDER: No?

LTC NEVI LLE: They shoul d have had that
at the stages before they arrive at basic training
for their physicals to see if they're eligible for
the mlitary.

DR.  ALEXANDER: And is screening done
t hen?

LTC NEVI LLE: | don't think so, not for
chl anydi a, no. In fact, I'"'m sure it isn't because

that's just an exam They don't have the follow up
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Pap snears and treat them if it's positive and so
on because subsequent to that basic training, they
go up to their technical schools and their first
assi gnnments and so on. And as those nonths go by,
they' Il get their regular Pap snears and so on.

At that point, then the screening could
occur if it doesn't when they first cone in as
basic trainees. I don't think that's happening
ri ght now.

DR.  ALEXANDER: Il think what | find
alarmng is that it's such a mssed opportunity.
If we have regular gynecologic screening, it's a
gol den opportunity to do <chlamydia screening,
particularly in wonen. And that's what CDC has
been recomendi ng for a number of years.

So to find a standard of care in the
mlitary that's less than the standard of care in
popul ati ons across the U S. is sonething that |
find that's disconcerting.

LTC NEVI LLE: | agree.

PRESI DI NG OFFI CER LaFORCE: Vhat if we
cone back to the -- this is a point, by the way,
t hat has been made before and one that continues to
bot her sonme of wus, this issue about what we do

really ought not to be any less than what is a
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standard in the civilian comrunity.

The second issue has to do, again, with
these antivirals and the question: s there going
to be an effort, Colonel Bradshaw, to either have

nore thought or nore reflection about this issue?

Because | see a couple of problens.
One, | see trenmendous pressure being brought to
bear. Let's assune that the worst happens, that an

epi demic does follow and there are real shortages.

I would think in terms of just the issue of
mlitary preparedness, that's a big, big dea
because of the chaos that --

COL BRADSHAW  There have been extensive
di scussions on the issues of antivirals. And we
have al so devel oped a paper with guidance for their
use. But there are issues.

For i nstance, t he amant adi ne and
ri mntadine have a fairly high incidence of CNS
side effects, about 12-13 percent w th amantadi ne.

I think it was, what, about six percent perhaps
wi th rimantadi ne.

PRESI DI NG OFFI CER LaFORCE: Okay. But
that's age-specific and nuch higher in older age
gr oups.

COL BRADSHAW  Ri ght. For instance, in
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flying personnel, we can't use it. So, | rmean,
then you're |ooking at the nore expensive drugs,
which are significantly nore expensive, i ke
neur am ni dase i nhibitors.

But those, for instance, are, at |east
in terms of what their actual package insert is for
is for treatnent, not prophylaxis; whereas, we
think that prophylaxis is the min use that we

woul d have for these in many respects.

PRESI DI NG OFFI CER LaFORCE: One is
licensed, | believe, for prophyl axis.

COL BRADSHAW I don't think it's
i censed yet. Ni jon published an article where

they wused it for prophylaxis, but it's not
| i censed. And the package insert doesn't state
that, to my know edge. In sultramavir, there is an
article that showed it was used for prophyl axis.

COL WTHERS: | recently checked the PDR
Online. And neither one said that it was |icensed.

COL BRADSHAW And also the CDC
docunments and recommendati ons state the sane thing.

DR.  OSTROFF: | don't know to what
degree it came up on the call yesterday, but we had
the experience with the avian influenza problem a

coupl e of years ago in Hong Kong of |ooking to see
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whet her or not how nuch amantadi ne and rimantadi ne
was available. There's not a |ot avail able.

So there is going to be significant
pressure. If it needs to be used, there's going to
be a | ot of people conpeting for that drug.

COL BRADSHAW And at the CDC |evel,
they're t al ki ng about st ockpi ling t he raw
materials, other issues like that, enrolling stock

Al'l of those issues are being discussed, even at

the national |l evel . But at | east in the
conversations that | participated in recently, they
continue to downplay the role for antivirals. e

think we have some certain populations that we
woul d have a use for them though.

COL GARDNER: And particularly in years
where the vaccine doesn't |ook very effective, it
seens to nme that's all you' ve got. In terns of
mlitary preparedness, | would think there would be
a very special case to be made for stockpiling
neur am ni dases.

COL BRADSHAW It coul d be a
consi derati on.

PRESI DI NG OFFI CER LaFORCE: Bill?

DR. BERG Bill Berg.

Col onel , if you end wup using the
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neur am ni dase inhibitors prophylactically, how wll
you handl e the issue of informed consent?

COL BRADSHAW Well, that's the problem

DR. BERG I think the literature
clearly supports this, but based on the Desert
Storm experience, there was a lot of outcry
aft erwards about using these so-called experinmental
drugs.

COL BRADSHAW Exactly. That's exactly
the problem why | brought wup the distinction,
because it would have to be done by IND if we did
it as a policy. W could probably skirt the issue
by saying the individual providers could take their
usual judgnmental discretion and prescribe them but
if we did it as, say, a health affairs policy, then
it would have to be by infornmed consent.

PRESI DI NG OFFI CER LaFORCE: Yes, sir?

CAPT SCHOR: This is Ken Schor. From a
Navy perspective, -- and 1'll speak for Wayne
McBride also since | just chopped a nessage that's
going to go out as a heads up to everybody in the
naval services -- there is a two-pronged approach
for this.

One is to the hospitals, to tie that in

to the providers, let them nake the decisions on
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t he i ndi vi dual patients, who have hi gh-ri sk

condi tions and made neuram ni dase inhibitors.

On a popul ati on approach, we're planning
to tie that into the preventive nedicine units and
tie that in to an outbreak response so that as
concerns about a possible outbreak based on
surveill ance, outpatient surveillance, on ships or
with Marines indicate an increase in preval ence of
ILI in a week, that that should alert the PrevMed
units.

And they should then have sone |evel of
control over rapid diagnostics, which based on
sensitivities and issues with preval ence, they can
sort through those issues and also sort through the
i ndications for starting prophyl axis.

In general, we have a sense that there
is a very |ow need. Even if there is a linmted
out break, this just wouldn't be used that nuch. W
don't see that the young active duty force would
ei t her: one, conply with taking it or that the
conmanders would see a huge need to take that
unless there was a ship very nmuch, say, in the
Persian Gulf and Saddam started doing crazy things
and they were very nmuch on the hook to do

sonet hing. That m ght be a very specific case.
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Wth potenti al si de ef fects, t he

technology that they have at their disposal that
they have to have their full faculty, even if
they're not flight crew, they're what standing
abilities are very critical to us.

COL BRADSHAW | should also nention
that we do have a surveillance plan in effect as
well where we're using the Naval Health Research
Center with their respiratory surveillance at the
recruit centers and then the Project GARGLE. And
we're adding some Arny posts and so on to our
surveill ance net. So we're going to be | ooking
very carefully at that and also having people do
syndrom ¢ surveillance in the facilities.

One last quick thing. | would just want
to introduce Lieutenant Colonel Vic Maclntosh. Vic
is a new preventive nmedicine officer that is going
to be working with ne. Unfortunately, we have the
Mlitary Veterans Health Coordinating Board that is
meeting sinultaneously. So sone of us are going to
have to leave and go participate in that, but
Col onel Maclintosh will be representing ne at the
AFEB.

So t hank you.

PRESI DI NG OFFI CER LaFORCE: Thank you,
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Col onel Bradshaw.

Yes?

LTC Macl NTOSH: If I mght just add one
clarification on chlanmydia screening? VWhat we're
trying to do is establish chlanmydia screening right
when they conme into the service, which is a little
bit hard to do because of the time presses on.

That is not to say that chlanydia
screening doesn't occur once the trainees get to
their bases. They're just nore dispersed. And
t hen it's nor e of an MTF- speci fi c,
provi der-specific issue, rather than an Air Force
progranmati c screening for everybody.

DR. ALEXANDER: It's actually a reported
condition at the local --

LTC Macl NTOSH: Yes, mm'am

COL DI NI EGA: This afternoon at 1315,
Dr. Charlotte Gaydos wll be presenting sone
findings on the chlanydi a study.

PRESI DI NG OFFI CER LaFORCE: Capt Schor ?

CAPT SCHOR: Thank you. If | could have
the slides, please? It's "AFEB HQMC. " Good
nor ni ng. " m Ken Schor. I work at headquarters,
Marine Corps Health Services, as the PREVMED

of ficer. And Wayne MBride is not here this
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nor ni ng. He asked ne to let you know that he is
deferring his time to Colonel Bradshaw, who was
just up before ne.

And | would like to | et you know that he
is probably in his twlight nonth. He should
transfer next nonth to a |ocal naval hospital and
work as a clinical epidem ol ogist.

W do have on good intel that his
repl acenent, Captain Select Jeff Yund, is inbound
from Pearl Harbor, which is Preventive Medicine
Unit 6, and was seen yesterday in Montana slowy
headed in an easterly direction. And he is due in
at BUMED sonetime in the beginning of October. So
they're in the mdst of turnover right now, Dbut
Commander MBride, as always, sends his regards to
t he Board.

If we could go back to the first slide?

That's the N slide. Keep going. Wile he's doing
that, 1'd like you to stop on denom nator nedici ne.

Let ne do a little segue. |  haven't
tal ked to Col onel Bradshaw with this. The issue of
flu vaccine distribution, | wll tell you that
probably the key issue and from our perspective in
the Marine Corps and ny boss' perspective is this

is a SECDEF deci si on.
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Even though Admiral Clinton has gotten
out in front of this issue and is working this
issue and will brief it up through the DEPSECDEF of
Personnel and Readiness, Dr. DelLeone, we kind of
feel that this is probably going to reside in
SECDEF because he is national command authority.

The real issue to us is: Do you really
give it to the war fighters or do you set it aside
for the nedically high-risk? And it |ooks like the
Marine Corps position is very divergent from what
has been worked on in the Joint Preventive Medicine
Policy Group, which I was a part of and | bought
i nto.

I'"'m being told to take a different
position by my bosses back in headquarters, and
that is our primary job is readiness. Qur primary
job is war fighting.

Qur active duty famly nmenbers and our

retirees will understand if they can't get vacci ne.
They may not Ilike it, but they wunderstand that
active duty and readiness cone first. That 1is

nunber one and nunber two on all service chiefs’
pl at es. They're probably testifying this week to
Congress on those very issues. And, as we all

know, it's an election issue.
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So the Marine Corps position is it

doesn't go to active duty famly nenbers as nuch as
we would like it to go to them It's only right
now 270-sonme thousand, 240-sonme thousand doses.
That doesn't even cover the active duty forces.

I'"'m well-aware that there are sone
war-fighting CINCS out in the hot spots who would
like to have all of the vaccine for all of their
forces in theatre. That's over half of the current
DOD supplies in hand.

Now, this is hard to swallow as a
physician and as a person who cares, as a famly
physician originally, but | think it's probably
maybe the right thing to do.

If U S. government wants to invest its
nmoney -- this is ny personal comentary. If they
want to invest their noney in readiness and in the
mlitary, maybe we've got to put our noney where
our mouth is and put it toward readi ness.

Granted, we don't know what the inpact
of influenza is or the effectiveness of the shot,
but certainly the Marine Corps forces, 70 percent
of the Marines are there on the front I|ine and
ready to go at any tine. And maybe we need to back

t hat up.
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It sends the wrong nessage to put 20 to
30 percent of the vaccine, only 20 to 30 percent of
the vaccine, to active duty forces, the rest to
medi cally at risk.

Now, | realize -- and | know we have
some nmenbers of the Board who work in |ocal county
health departnments -- that the way county health
departnments do business mkes it a Jlot nore
difficult to walk in and get a shot if you have
health care coverage sonmewhere. My under st andi ng
is locally in Mntgomery County, that they carve
out and only cover folks that don't have any care.

So there are sone real issues here about
the overall public health infrastructure, but this
is a diversionist's view that's being formed in ny
shop. And that's just the position we're probably
going to take on this whole issue, which nmay be
counter to the other services.

And it may be supported by feedback that
comes in through the Joint Staff because they're
staffing up through their own channel. And | think
Brian Bal ough will nmention that briefly after ne.
So | just wanted to do an aside on that.

If | could have the next one? I just

wanted to nention three things that are of sone

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

54

i nterest. They're very divergent. | avoided the
use of population health on this slide because |
think in DOD, that tends to be |inked to disease
managenment, rather than what we in preventive
medi ci ne woul d see as popul ati on heal th.

There's an interesting thing. As many
of you may know, the TRICARE is com ng under the
vice chiefs of the services. They are heavily
engaged in sonmething called the DMOC, the Defense
Medi cal Oversight Commttee.

Those are sort of the vice presidents of
the services, so to speak, the four-stars. And
they're heavily engaged in this process, and there
are sonme big concerns about contracts and noney
shortfalls. Sone of these shortfalls may cost nore
than any of the npst expensive weapons systens
we're trying to buy, like the new fighters and new
m ssiles and things |ike that.

So they're finding that one of the
difficulties, as many of us confront health care
systens, is: If you can't precisely define your
denom nator, people you're taking care of, how do
you figure out what your budget ought to be? And
so that was pointed out by sonme high-paid

consultants. The service chiefs said yes, that's a
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pretty good i dea.

So one of the interesting things is that
maybe rmuch of this effort 1is focused on the
hospitals. Well, those of us in the naval services
and ot her services have the operational side, work
out of aid stations, work out of gray hole ships,
things like that.

W very rnmuch understand popul ation

heal t h. We understand very clearly what our
denom nat or is. And it's just a little point to
t hat effect. If we understand our denom nator, |

think we wunderstand how to execute popul ation
health within a very tight budget. And perhaps the
hospitals and the DOD can |earn sonething from how
we do popul ati on health.

So there is a |ot of convergence in this
area between hospitals and the operating forces.
This is one area that there may draw sonme strengths
fromthe operating forces.

Next slide, please. Qur office is
heavily engaged, even though we have one admral
four 06's, including a dental officer, and four
enl i st ed.

This next 1issue is sonmething that is

quite interesting. The Assistant Commandant of the
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Mari ne Corps said: We've got to get better on

safety. And so he started a safety canpaign about
four nonths ago. You see the three top mmin
features.

He started an Executive Safety Board
This is very top-down, getting the idea that safety
is a l|leadership thing. So this Executive Safety
Board is basically three-star |evel and above.
They own the bases. They own the fighting forces.

They're the main folks out there, main commandi ng

general s.

One is to increase accountability, every
Marine is responsible. One of the thoughts was
li ke every Marine is a rifleman, every Marine is
responsi ble for safety 24 hours a day, 7 days a
week.

It's interesting. There are sone
t houghts that we are so good at teaching safe
practice on the range and when we do operational
t hings, that nmaybe when Marines go honme, they Ilet
their guard down too nuch. It's not so tightly
woven into everything they do. So this concept of
24 by 7 safety may need to have a little bit nore
attention to it.

One of the efforts that's ongoing is to
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i ntegrate sonet hi ng cal | ed Oper ati onal Ri sk
Managenment . | am not an expert on that, but it
sinply gets to ask the question of: When you do a
practice anphibious assault at night wth night
vi sion goggles and 2,000 Marines from 100 nauti cal
ml|es offshore and you have planes, trains, and --
wel |, certainly not pl anes, trains, and
autonmobiles, but you have Ilittle boats 1in the
wat er, you have helicopters in the air, and you've
got a lot of things going in a very conpressed
schedul e, are the commanders responsi ble for asking
the question of what are the risks and how are we
mtigating those risks?

That's kind of hard to ask that question
when you're thinking about even exercising a
war - fighting plan. So we're trying to get that
integrated at all levels, all the way down to the
pl at oon commander | evel.

And then this final thing is some little
avenue that | sort of elbowed nmy way into. They
hosted sonething called a safety forum And t hey
had safety experts from industry and federal
government, NASA, AAA, other industry groups. And
they're all safety folks. | was the only physician

on board there. | was the only preventive nedicine
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of ficer.

It was quite interesting. So | had to
el bow nmy way into that. And, as a result of that,
one of the key issues is the Marines are trying to
get a handle on how many Marines are |ost per year
to nmuscul oskel etal injuries.

We know that those kinds of injuries are
fairly prevalent, that there tend to be a |ot of
overused injuries because of the intensity of the
physi cal therapy or physical training, and hiking

and other evolutions that go on for preparing for

depl oynment and their operational roles. But you
know what ? W can't really tell you how many
Marines are | ost a year to muscul oskel et al
i njuries.

Now, this gets wr apped up into

difficulties wth manpower personnel databases,
with VA codes, which I'm only beginning to
under st and, whi ch have to do with per cent
conpensation. But what we're trying to do with the
help of a USUHS PREVMED resident is to try to
estimate and get a sense of the |andscape of this
| oss to the Marine Corps.
One thought is it my be around 2, 000.

We're trying to take those that get essentially
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either a retirenment due to physical disability or
separated for physical disability reasons because
they can't continue as a Marine.

"Il be happy to give you updates as

that effort goes along. It will require 1inking
bot h manpower and nedical databases. So that's
just a little interesting issue in trying to get

into the area of injury epidem ol ogy.

Next slide, please. One final thing.
|"ve had the privilege of starting to get involved
with this effort. Many of you at the |ocal |eve
recogni ze that weapons of mass destruction are a
pl anni ng future for you.

There is a lot of concern about all
sorts of weapons of nmmss destruction. And there is

some concern about the role of the mlitary in

this. There is also a recognition -- and this was
brought down by the President in a decision
directive -- that if another Cklahoma City or a

chem bio weapon or a radiation incident occurs,
that this will rapidly get national attention and
that the public is likely to demand very rapid
response by the mlitary. So that raises sone real
interesting issues wth the Stafford Act, wth

posse comtatus, and what you can wuse mlitary
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forces for in the United States.

By directive and working down through
the Joint Staff, we're finally trying to put these
i deas on paper by bringing the experts from FEMA,
from FBI, from State Departnment, from Red Cross,
from all the players in the services together to
try to figure out how to make this work quickly and
to put together an operational plan, an O plan, as
we call it.

Normally those are the war-fighting
pl ans that are |ocked up in a safe sonewhere. This
is an unclassified effort, but it's to bring those
folks together and to try to figure out how to
respond donestically to such an incident and just
to recognize that any DOD response -- | hope this
goes w thout saying, but it needs to be enphasized
all the time that DOD will be in support of |ocal
and state authorities on these incidents. | just
wanted to bring this to the Board's attention that
this is an effort that's being chaired by the Joint
Staff.

The final slide, just a little plug you
may have seen. James Bradley, if you ever get a
chance to hear him talk, he is the son of the

hospital corpsman or the pharmacist nmate, who is
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John Bradl ey, right here.

He clains that this photo is the nost
fambus photo in the world, and it's a wonderful
book. And it gives you sone sense of he had entre
into these famlies that no one else wll have
because he is the son of a flag-raiser. It gives
you sone insight into the Marine Corps.

It hasn't changed a whole lot in many
ways in 50 years. And if you read the Post today,
there's an interesting thing about a GE executive
that got to spend a week with the Marine Corps, he
and his son. O her services are doing that.

So, with that, I'Il take any questions.

PRESI DI NG OFFI CER LaFORCE: Steve?

DR. OSTROFF: | remenber from the --
Steve Ostroff from CDC -- top-off exercise earlier
this year, where the -- for those who don't know,

the top-off was the simulation of a sinultaneous
bi ol ogical and chemcal and radiologic attack in
various places. The big episode was a plague
outbreak in the Denver netropolitan area.

One of the issues that canme up very
qui ckly was taking care of nmss casualties with the
medi cal care system quickly becom ng overwhel ned.

The state very quickly turned to the mlitary to
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assist in that particular area and found out that
the nedical assets couldn't deploy as rapidly as
they would have anticipated that they could have
depl oyed.

I'"'m wondering if you all are talking
about that particular issue in regard to weapons of

mass destructi on.

CAPT SCHOR: | think that is going to be
a very critical issue. Where we are with this is
this is very nmuch on a fast track. They' ve got

about two nonths to get at sort of the over-arching
directive that says, "W will do this and nove in
this direction.™

The operational plan is going to get
started toward the end of this nonth. And that's
supposed to be wapped up before the holidays.
There is sonething in an operational plan called an
Annex Q which is the nedical plan. That's going
to be a very robust part of that that wll be
working along the federal response plan in the
mlitary, trying to figure out how to support the
Red Cross in its key role in mass care and a
recognition | think that that is going to be a very
i nportant conponent of that Annex Q medical plan

So yes, that's very nmuch top drawer.
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The joint task force civil support that
| ooks at this issue that is a response of about 60
fol ks |ast week was having very aggressive
di scussions due to that top-off exercise about nmass
care.

PRESI DI NG OFFI CER LaFORCE: Yes?

DR.  LANDRI GAN: Phil Landrigan from the
Board, M. Sinai School of Medicine.

Let me offer a coment on your very
interesting discussion on injury epidem ol ogy.
This comes from the fact that for the past ten
years or so, I have served on a joint
| abor - managenent health and safety commttee that
advi ses one of the big three auto nmakers,
Dai m er - Chrysl er.

And one of the things that the auto
makers have seen, |ike so many segnents of American
industry in recent years, is currently the weeding
and the nost rapidly growing cause of norbidity in
the workplace is repetitive strain injury, which in
sone of the plants had preval ence rates as high as
20-25 percent. Hopefully nothing is that severe in
the Marine Corps. Peopl e doing operations on the
line, operating the same wench hour after hour,

day after day really becanme a huge problem
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They started with the kind of approach

t hat you have outl i ned, trying to refine
surveillance techniques, get definitions, plot the
course of the outbreak, which was all wuseful as a
first step, but it wasn't going very far to control
t he t hing.

What they finally did -- and it seens
now to be making a difference -- is that they have
basically made the plant nanager the owner of the
epidemic in his or her plant so that each year when
that guy gets his fit rep, one of the things on
which he's judged is whether or not he has done an
adequate job in controlling the epidemc.

So the nedical of ficer becomes an
adviser to the plant manager, but it's the manager
who has the line responsibility for controlling the
out br eak. In other words, the locus of control is
taken from nedical and given to line and, nost
i nportantly, being made a basis for eval uation.

I don't know all the nuts and bolts of
it. 1'"msure there's a great deal of thought given
to the details. But | could certainly put you in
touch with the vice president at Daimner-Chrysler,
who has orchestrated this. He's a really neat

character you m ght enjoy tal king wth.

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

65
CAPT SCHOR: You know, the WMarines like

good solutions that are effective. The white paper
that went out to all of the generals clearly holds
them accountable. And it's part of their
eval uation. They have to also nobve the anal ysis of
incidents that we call mshaps that are very
strictly defined based on level of injury or cost
or other factors. Move that analysis along in a
very professional and rapid manner so that it can't
be sat on at a | ower |evel.

How quickly that is going to get below
the general officer level remains to be seen. I
think that's going to be the next step, but it's
very clearly a |eadership issue, not a nedical
i ssue.

The problemis |I've got to get the door
open a little bit sonmetinmes, say, "W have a little
bit to offer here." So they're noving forward, and
they're sort of taking the -- for instance, one of
the issues is seat belt use.

Fifty-five percent of notor vehicle
fatalities, Marines aren't wearing seat belts.
Now, they wear seat belts in tactical vehicles
They wear harnesses and all sorts of other

protective gear. For sonme reason, they're not
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wearing seat belts in their cars.

Well, now we recently got the ability to
prosecute any Marine anywhere in the country, not
just on base, for not wearing their seat belt. So
if it's off base, they yank them back on board
And the punishnment is nuch nore severe through the
mlitary system That is a new thing that just got
wor ked out by the legal officers.

They're wor Ki ng on t he negative
rei nforcenent aspect of it, which is pretty good.
The civilian safety fol ks said: Hey, we've got to
be a little positive here. So we've got to bal ance
that stuff out and work with sonme of the nmedical
and estimating things.

| appreciate your input, sir.

DR. LANDRI GAN: There was a bit of that
negative seven or ei ght years ago at
Dai m er - Chrysl er. You may recall they got
sonmething like a $15 mllion fine from OSHA for
failing to report. That got their attention.

PRESI DI NG OFFI CER LaFORCE: Rose?

DR. SOKAS: Rosemary Sokas.

A couple of years ago, the Board
actually went to Parris Island and had a wonderfu

experience there. One of the nost striking stories
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was really looking at pelvic stress fractures that
occurred anong the young female recruits because
they were marching at the back, instead of in the
front. When they switched that, they, as | recall
elimnated the problem

It seenmed to ne it wasn't clear, in
retrospect now, whether that kind of on-site
eval uation and feedback and information being fed
back to the decision-mkers was built in or whether
that was the result of sonebody doing a study
sonewher e. | don't know if local information going
back to the conmanders is available or is part of
what is being devel oped.

CAPT SCHOR: | would say outside at --
you know, the training environnent is sort of its
own world in many respects. And that has becone
much nore institutionalized.

They're very good at injury prevention
and response. The primary prevention always needs
a lot of work in that environnment. The secondary
prevention is pretty high-tech. They have training
pools and things like that, but they're trying to
not break those new recruits as nuch. They're
really trying that.

In the operating forces, say, beyond siXx
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nont hs of service, as they get into their technical
specialties and not with the operating forces.

The | ocal feedback probably isn't there.

Yes, it's a very good point. The | ocal feedback
probably isn't there, and we probably need to begin
to build that in. That's one issue with getting
the | ocal disease non-battle injury surveillance.

And the injury fields on that, the three
fields on that, that | think can be very powerful
and a great way to get better acceptance of doing
| ocal surveillance out of the aid station |evels
then even just |ooking at diarrheal disease and
things like that, this issue of injury prevention
has nmore visibility than alnmst anything else in
the Marine Corps. It's number two on the Marine
Corps' list of inportance right now.

PRESI DI NG OFFI CER LaFORCE: Before we
finish, 1 have no problems with the decision in
terms of priority for war fighter in terns of a
decision made to prioritize vaccine use in that
di recti on.

The only plea that | would nmake is that
| think you really mght want to look at the -- |if
that is the strategic; that is, the readiness of

the war fighter, | think that you m ght want to pay
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a bi t nor e attention in terms of t he
cheno- prophylactic end of things as well.

Investing a little bit in that direction
woul d provide you assumng there are going to be
real shortages with a flexibility that you will not
have if you sinply rely on vaccine. That's the
only point.

If a decision is mde in terns of
readi ness of the war fighter, | think just sinply
having that option allows you as a preventive
medi cal officer or as a general in charge of a
bri gade or whatever of Marines does give you sone
preventive nedical flexibility that you just don't
have if you don't have those in the zur. That's
al |

CAPT SCHOR: Sir, the only thing I would
say in response to that is it's very difficult to
figure out if you're going to put that on every
shi p.

DR. SOKAS: See, | think what Marc is
saying -- let me just ask a clarifying question --
is that this ought to be a research, a preventive
medi ci ne research, project that is undertaken this
year .

This is the perfect year for it. And so
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you mght inplement it wth IRB approval, wth

informed consent, in sonme Jlocations and not in
others, to really denonstrate the utility in the
field.

PRESI DI NG OFFI CER LaFORCE: | think that
for each one of these challenges that is occurring,
these are challenges in terms of a flu vaccine
short age. So they're going to challenge the
civilian sector, the mlitary sector, everyone.

This isn't going to go away. |  mean,
flu virus is going to continue to nutate, et
cetera. The plea that | would nake is to think of

this in terms of a case study and to really sort of

reflect on and hopefully -- you know the vaccine
manuf act urers. Everything will cone al ong. And
the vaccine will be very effective, and everything
will work out. But one of these years, it's not.

And it mght be an opportunity to really invest a
little bit of thought in terms of saying, "Gee
whiz."

How would we approach this if we were
really stuck within these particular limtations
and something did go wong in the Mddle East? |
think, again, | would just sinply make a plea not

to sort of truncate your preventive services'
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decision and just sinply say, "Well, this mght

make people a little goofy. Therefore, we're not
going to have anything to do with it at all." I
think that's being a little tough in term of the
whol e i ssue of cheno-prophyl axi s.

Yes?

COL GARDNER: Just to follow that,
anot her issue, about every 40 years, we get an
influenza virus that attacks young people. And i f
we happen to run into that plus a poor vaccine
mat ch one year, you would certainly wish to have --
it seens to ne the cheno-prophyl axis would suddenly
be a very inportant only response.

| agree that it wuld give you sone
flexibility, even if it's not a first-line defense
at this point. It's not too tough, too far-fetched
to think of a year where not only m ght we not have
a good vaccine match, but we mght have one of the
nore aggressive youth, younger person thing, such
as 1917 and 1957.

PRESI DI NG OFFI CER LaFORCE: Ckay. Let's
nove on. Maj or Bal ough?

MAJ BALOUGH: Thank you, sir. Can |
have those slides, please? |I'm just going to take

a quick mnute, few mnutes, here and discuss what
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the Joint Staff is doing.

Yes. Pl ease put the slide on. It
should say, "Joint Staff" or "AFEB Update." [''m
not sure how you saved it. | can do it w thout the

slide anyways.

The first issue is the anthrax refusal
policy. We're going to get an update from Col onel
Grabenstein on the Anthrax Program  The only thing
| wanted to talk about is we are staffing with the
CINCS and the services right now a refusal policy
that basically will collect the information so that
the information will go up to the Secretary of
Defense so that he can report that to Congress.
What that policy is going to -- right now what it
states is "You are considered a refusal when you
are di scharged from service."

The previous policy required us to
report a lot of information: name, rank, Soci al
Security number, unit, what happened, and that's a
| ot of undue command influence on the UCMJ, Uniform
Code of MIlitary Justice, program

So what we have taken the approach is if
you refuse to take the vaccine, then the chain of
conmmand can counsel you, can give you an Article

15, can do all of these things? Well, you're a
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di sciplinary problem at that point?

VWhenever you decide not to take it again
and we subsequently discharge you, then you are a
refusal. That's the way we're trying to get around
the | egal issue of command infl uence.

On the influenza policy, we have talked
a lot about it. One of the questions came up with
is the operational requirements. The first time we
went out to the CINCS with the policy, the
i nfluenza plan, the Joint Forces Command cane back
with a requirenment of al nost 100, 000 doses.

And CENTCOM and Korea also said that
they wanted all of their forces vaccinated. |If you
throw in the rest of the CINCS that had their small
pi eces, we wind up close to about 160,000 doses.
So that's the majority of the 230,000 doses that we
have on hand.

That policy is being staffed right now.

We  expect replies back from +the CINCS on
Wednesday, tonorrow. And we'll get feedback to
Health Affairs on the CINCS input.

DODI 6205.4, that was signed in April
And it was posted on the defense Iink. What t hat
is is it's a requirement for the CINCS to devel op

plans for how they wll admnister immnizations
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for other than U S. forces, nonmlitary, t he
contractors, the civilians, that are in a theatre
of operations for consequence namnagenent. And they
are devel opi ng those pl ans.

CENTCOM has got a good plan right now.
It's in draft. We're sharing that with the other
CINCS and expect that will cone back in Cctober.
Then once that's back, we'll review it. The Joi nt
Staff then send that back up to OSD for their
revi ew.

The Mlitary Vet er ans Heal t h
Coordinating Board, that 1is chaired by Mjor
General Claypool and Adm ral Mayo. The reason why
Adm ral Mayo and Colonel Kimm are not here is
Adm ral Mayo is the Chair for the Deploynent Health
Wor kgroup and Colonel Kimm is the secretary for
t hat . So that's why they are not here at this
tinme.

| don't want to take up any nore tine.
Are there any questions?

(No response.)

MAJ BALOUGH: Yes, sir?

PRESI DI NG OFFI CER LaFORCE: ' m sorry.
This went a little fast. The DODI, t he
i muni zation, --
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MAJ BALOUGH: Yes, sir

PRESI DI NG OFFI CER LaFORCE: -- could you
describe that a little bit nore?

MAJ BAL OUGH: The DODI, it's for
consequence mmnagenent operations. Say we've got a
country and we've got to evacuate, basically do a
nonconbat ant evacuati on.

PRESI DI NG OFFI CER LaFORCE: Okay.

MAJ BALOUGH: The first priority is to
try to evacuate everybody. If we cannot evacuate
them then what are we going to do to protect the
U S. population that's there, the contractors, the
host nation workers that are working for DOD in
support of our operation?

It's basically the CINCS have to go in
and identify how wmany of a lot of different
categories they have, identify their population, in
essence, and identify guidance.

Right now they have to identify the
gui dance that they will put out to whoever is going
to be the joint task force conmander, that they
have to inplenment the follow ng procedures in order
to take that population into consideration and how
they are going to protect that population if we

cannot evacuate them

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

76
What CENTCOM is doing right now is they

have devel oped an appendix to the Annex Q which is
t he nmedical annex, that will go in. And that is
directing that all of the services -- they have
br oken down their region of the world by countries.

And each service has a certain country or a nunber
of countries. They're responsible for planning al
of the operations in that country.

Now, the other CINCS have not broken
that out |ike that. They're just going to put
gui dance that whenever we have a joint task force
stands up. These itens have to be considered.

In identifying what inmunizations are
out there, really it's anthrax at this point. But
| ooking further on down the |ine, when we get
smal | pox approved and we have a stockpile for that,
t hen how are they going to use that?

It | ooks at t he recor dkeepi ng
requi renents. If DOD is going to give a civilian
an i mmuni zation, we've got to keep a record for it.

And it gets into those types of things, sir.

PRESI DI NG OFFI CER LaFORCE: Thank you.
Good.

Commander Ludw g?

MAJ BALOUGH: Thank you.
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PRESI DI NG OFFI CER LaFORCE: Preventi ve

medi cal officer for the Coast Guard.

CDR LUDW G Good norni ng. | have a
presentation, too. | gave the disk to AFEB.
However, you all also have a handout. So I'Il go

ahead and start.

Just to introduce nyself, | am Sharon
Ludw g. | have spoken in front of this Board on
several occasions, and | know a good nunber of the
people in this room Just to let you know,

Commander Tedesco reluctantly but appropriately
passed the AFE torch on to me as the Coast Guard

epi dem ol ogi st .

The topics are listed on the second
slide on your handout . Do you have the
presentation at all back there? Okay. The next
slide shows the topics. I won't read it back to

you.
The next slide. W have already spent a
great deal of tinme on influenza, but | just want to
give a little bit of Coast Guard perspective to
this.
This was to be the first year for our
new requirenent, which | worked to have approved,

which was to have all of our active duty required
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to have influenza vaccine. Previously only alert

forces, whatever that was defined as, were the ones

who received the vaccine. And | didn't feel that
that was appropriate. So it was one of the first
things I worked to get changed, and it was agreed

upon. Then we were faced with this shortage/del ay
of the vaccine.

On the plus side, we do have a very
very small high-risk population in the Coast Guard
because neither the Coast Guard nor the Public
Health Service, of which | am actually a nmenber,
has hospitals. So our high-risk population go
el sewhere, sonmewhere else than the Coast Guard
facility, for their care usually. We have a few,

but it's relatively a small group.

W also have, in addition to no
hospitals, no | abs. And | shouldn't say "no | abs"”
but no high-level |abs. We have sonme basic and
internmediate capabilities, but all of this wll

have an inpact on whether we can wuse rapid
di agnostics in order to utilize the antivirals for
treatnment, for instance.

And we have worked closely with the DOD
t hrough the JPMPWG, another group that |I'm a nenber

of, so that all of our policies are in synch.
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We do have also in the Coast Guard, |

t hi nk uniquely, a relatively |arge, perhaps half of
our popul ation, outside of a mlitary MIF catchnment
area. This neans that we don't really have contro
over whether they receive the vaccine or not. | f
they go to a civilian provider, they're going to be
under civilian-type rules for whether they can get
t he vaccine or not. | consider this a readiness
pr obl em

The next slide tal ks about sonme of the
operational issues in the Coast Guard that are
somewhat different from the other services, the
ot her armed forces. We do have fewer personnel in
what we are considering for our influenza plan and
also in general our mlitary strategic areas, |ike
Sout h Korea, where they need to be ready to enter a
conflict of perhaps |arge proportion imredi ately.

However, we do have a great nunber of
people. In fact, nmost of our Coast Guard personne
need to be immedi ately ready every day, every hour.
And, in fact, they need to be always ready, or
Senper Par at us.

They go out daily to save |lives,
envi ronnent, and property and enforce laws on

various things that have to do with environnent,
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i mm gration, and smuggl i ng. These nm ssi ons
t oget her gi ve t hem a very | arge civic
responsibility on a daily basis.

And if you'll renenber from the CDC
recomendations in their annual flu statenent in
this sort of general population category, they talk
about the inportance of vaccinating those who have
important civic duties to mnimze the disruption
of essential activities during outbreaks.

So, even though we have what |ooks |ike
a small readiness issue if you conpare us to the
DOD, we do have, actually, a l|large readiness issue
just in and of our daily m ssion. So this is as
big of an issue to us as it is to the civilian

world and the rest of the arned services.

Next slide. OQur febrile respiratory
illness or ARD surveillance -- 1'lIl give up the old
acronym with difficulty. ARD is what | grew up

with, but FRI is what |'mgetting used to.

We have ongoing FRI surveillance at Cape
May in cooperation, well, really, with total help
of the Naval Health Research Center in San Di ego.
They are providing all of our |aboratory support,
and we appreciate it very nmuch.

We had some decreased vigilance during
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the spring and sunmmrer. They are, like so nmany
pl aces, short of personnel. And they kind of Iet
things drop off. And then, |lo and behold, we had
an adenovirus outbreak. Only we didn't know, of
course, at first that it was adenovirus. But we
wer e concer ned.

Al of a sudden, | got sone data, and
the rate was very high. | said: Sonething is
going on here. And what if it's influenza? And it
was just about the tine we started tal king about
the influenza shortage, and there was word of an
i nfluenza outbreak in Texas, | believe. And so |
t hought, you know: Let's get on this right away.
The up side of this is that there was a great deal
of increased vigilance and attention paid to FRI
surveil | ance.

The next slide shows -- well, the Ilight
bl ue color is the rate of FRI per 100. And you can
see where it goes above -- can you see it from the
back, the light blue I|ine? "Il use a different

col or next tine. Okay.

Well, anyway, it does go above the red
line in August, | think. The thing is August 6th
or a little bit before that. The dark green line
is just a frequency. It'"s a nunmber of positive
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adenovirus cultures. But | think it shows pretty

clearly that our FRI rate is mrrored by the nunber

of cultures that are positive for -- you can't take
that too far. It's a frequency conpared to a rate
and so on. But | think it does give you sone

i nformati on.
Next slide. Qur medi cal manual s our

one large regulation in the Coast (Guard, a

conmandant i nstruction t hat covers basical |y
anything that is nmedical. W try to redo it every
year. |It's quite an undertaking.

This is the first year that | have had a

chance to really address sone very |arge changes
that were needed in our nedical manual . I
conpletely ramped up or, let's say, reenphasized
di sease surveillance wth some new reporting
requi renents and adjusted the reporting, the method
of reporting, and so on.

So I'm hoping that we'll get sonme better
surveillance data for the Coast Guard. Of course,
this is going to take quite a bit of getting used
to a new requirenent. Actually, it's not a new
requirenment. It will be newly enforced.

And the other difficulty, of course, is

t hat we have 50 percent of our population, Ilike I
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said, outside of the mlitary system So we won't
be able to get very good surveillance initially
fromthemuntil | figure out a way to do that.

I also worked on the tuberculosis
program At | think it was the last neeting or the
meeting before last, you heard a presentation of an
out break investigation that |1 did of a pseudo
out break of tubercul osis.

And so | reviewed our tuberculosis
program in the nedical manual and with the
recommendati ons that this Board put out and sone of
the work that we had done, put in that new
i nformation. And hopefully we'll see a difference

and not nore pseudo outbreaks like that, but we'll

see.

Qur H'V program also needed sone
updati ng. It still does, but | gave that a good
start. Commander Tedesco as the aerospace officer

in the Coast Guard is dealing wth aviation
medi cation and nutritional supplenments policy.

The next slide i's pretty nmuch
sel f - expl anat ory. There was a great bit of
activity for a little while as we were sorting out
how to deal with the slowdown. Ri ght now things

are pretty calm but | have a feeling that we're
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goi ng to hear how that may be changi ng agai n soon.

Last slide. These are sonme things that
" m wor ki ng on getting going now along with a great
nunber of other people who are in this room | am
on the STD Prevention Conmttee, which falls under
t he PSHPC, t he Preventive Heal t h Servi ces
sonet hi ng. Anyway - -

(Laughter.)

COR LUDW G |'m sure sonmebody knows it.
And | know it if | stop and think about it.
Prevention, Safety, and Health Pronption Commttee.

The STD Prevention Commttee is now dividing into
smal |l er subcommttees that are really doing the
bul k of the work.

I'"'m the Chair of the Surveillance
Subconmmi tt ee. And we are working on getting
t oget her some policy recommendations to give to the
PSHPC that then will come out from the Assistant
Secretary of Defense for Health Affairs assum ng
that they're approved at that |evel.

We are getting together with a group
from Henry M Jackson Foundation to do the STD
educational intervention at our basic training site
in Cape May. That probably will be next spring.

And earlier -- the second bullet is
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chl anmydi a and gonococcal testing at Cape May, which

we're going to be working out with the Gaydoses and
Hopki ns.

So we're pretty excited about all of

these projects, and I'll let you know how they go.
Any conments or questions?

DR. OSTROFF: Yes. "' m curious. In
| ooking at the epi curve on the adenovirus, you
seem to be having a sort of a periodic escalating
trend here. And |I'm wondering if that correl ates
with the training cohorts and what you're doing in
anticipation that it may go back up again.

And | guess the other part of ny
guestion is: Do you have any informtion or
evidence to suggest that they're taking it wth
them when they go up there and spreading it to
ot her Coast CGuard facilities?

CDR LUDW G Let's see. | think there
were three parts to that question. The first one
is that you notice sonme kind of periodicity to the
curve. First of all, let ne nention these are only
six nmonths worth of data. And | have only a year
and a half total worth of data for Coast Guard
adenovirus or FRI surveillance. I, too, noticed a

little bit of a periodicity. I cannot explain it
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at this tine.

The last question | renmenber was: Are
they taking it anywhere with then? And w thout a
good surveillance system | cannot say that. I
just don't know.

I can say that one of our advanced

training sites at Petaluma in California is a place

that we notoriously have high influenza rates. We
have not -- well, | take that back. | nfl uenza is
what we have assumed that it is. And the reason

that we have assunmed it is because they have not
had required i nmuni zation in the past.

We don't know that for certain. And
| ast year when we had one FRI outbreak, | arranged
to have sone specinens sent to NHRC, but ,
fortunately or wunfortunately, it kind of died off
fairly quickly. And so we didn't get any specinmens
to them

In the Coast Guard, people as a rule do
not go straight to advanced training. They go out
on a ship or into an assignnent. And then they
apply for their advanced training. And so it's not
like they're all going as a cohort to one place or
another where we can follow them They are

scattered immediately to the four w nds.
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DR.  OSTROFF: Just in followup, is

there anything that you can do in anticipation --

CAPT SCHOR: Onh, yes.

DR. OSTROFF: -- that you may be having
anot her big spike in a couple of weeks?

CDR LUDW G I["'m anticipating a big
spi ke. And as part of our influenza policy, I'm
anticipating a big spike of FRI due to adenovirus
and/ or, probably and, influenza.

As part of our policy, | am recommendi ng
that they take a look -- this is a sticky subject,
but I'm putting it into policy, and we'll see where
it goes -- that they take a |l ook at the capability
of opening up sonme bays that are closed so that
they can house people in |less dense housing
situations and also that they can quarantine; that
is, keep isolated, one conmpany from another wth
the hope of not having any interm ngling between
t he conpanies. There are typically six, seven
conpanies there at a tine.

| don't know if that will go over. I
can tell you | have |ooked over their housing
situation, and they don't have the required 72
square feet per person. I'"'m certain of that

because they' re bunked three high with the bunks
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basically a bunk apart.

Now, that's even Dbetter than what
they'll have on shipboard, but it's still a concern
of mne that they are not within the requirenents
for basic training.

I'"'m not sure what influence | can have
on that, but now that it's come to ny attention and
| amtrying to plan for a large respiratory season
|'"'m hoping that | can at least influence the
policy, if not the practice. And if the policy is
affected this year, mybe the practice wll be
af fected next year.

Ot her things in anticipation of a bad
respiratory season are |I'm working wth the
pharmaci st on the issue of stockpiling antivirals.

| also was | ooking into briefly -- and | wanted to
make some contacts here -- about the enforced
hand-washing activity that either does or did take
pl ace at Great Lakes Training Center for the Navy.

And there appeared to be from the
studies that | heard, although | don't believe
that's been published, the presentations that I
have heard in the past, that it did have an effect
on the transm ssion of respiratory illness or on

rates of respiratory; association, let's say.
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I f anybody has ot her suggestions, please
let's tal k about them Anything else?

(No response.)

PRESI DI NG OFFI CER LaFORCE: Thank you.

COR LUDW G  All right. Thank you

PRESI DI NG OFFI CER LaFORCE: Ben, do you
want to finish with cormments from Col onel Warde?

COL DI NI EGA: Yes. Colonel Andrew \Warde
sends his regrets. He is escorting his boss, a
brigadier general who is the British mlitary
attaché, through the Washington, D.C. area, | ooking
at the types of jobs that Andy is involved in.

He wanted nme to just relay the fact that
there was a problem with malaria in one of the
depl oynments in the U K It was a short notice
depl oynent. The decision to deploy was done. It
was 5 May, and deploynent started 7 May.

And it involved 4,500 personnel being
deployed as a result, malaria chenoprophyl axis,
whi ch should have been nefloquine, couldn't start
until they were deploying for after arrival in
country.

They have so far confirmed 70 cases of
mal aria, all but one of them being falciprim And

then in a followup operation, training operation,
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involving 750 troops, they have identified 7

addi tional cases so far. He will update the Board
at the next nmeeting on what the results of the
i nvestigation show.

| also have a few nore other updates,
but I wll fill it in as speakers get up to get
ready to give their talKks.

PRESI DI NG OFFI CER LaFORCE: Where was
t hat ?

COL DI Nl EGA: They went to Sierra Leone.
|"msorry. Sierra Leone, not to Hawaii .

PRESI DI NG OFFI CER LaFORCE: Sierra Leone
is not a very healthy place right about now for
many reasons.

Questions? Comment s? You know, | am
going to propose that we take our break now because
t he next two tal ks relate specifically to
adenovirus, the epidemc at Fort Benning and also
the |l osses in ternms of adenovirus.

COL DI NI EGA: Just one announcenent
before you take your break. Try to stay to 15
m nut es. The restrooms are across the hall here.
And the cafeteria is down the long hallway, past
t he doubl e doors on the left.

PRESI DI NG OFFI CER LaFORCE: Be back in
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about 15 m nutes. Thank you.
(Wher eupon, the foregoing matter went
off the record at 9:30 a.m and went
back on the record at 9:50 a. m)
PRESI DI NG OFFI CER LaFORCE:

OUTBREAK OF ADENOVI RUS - FT. BENNI NG

DR.  DuVERNOY: Hi . Good norni ng. (%%
name is Dr. Tracy DuVernoy. I am a research
epi dem ol ogi st fromthe U S. Arny Center for Health
Pronoti on and Preventive Medicine.

This morning |I'm going to describe an
out break of Adenovirus Type 4 that occurred anong
infantry recruits at Fort Benning, CGeorgia in |ate
April to early May of this year. Unfortunately,
nobody told nme that the acronym ARD was switched to
FRI. So all of ny slides will say "ARD."

Initially I will describe the process of
the outbreak investigation, then discuss a few
reasons why the outbreak occurred. And then [|'1]
end with some control mnmeasures recomended by our
epi dem ol ogy team

Next . There is an organized protocol
for perform ng any outbreak investigation. And
al though everyone mmy have their own guidelines,

these are the basic steps that | wll discuss in
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foll owing and perform ng our outbreak.

Initially what we did is we got sone
background i nformati on about what was going on. W
then had to verify the existence of the outbreak.
Then 1'|Il describe the epidemc in terns of person,
pl ace, and tine.

And then we formulated and tested
hypot heses according to how the outbreak my have
occurred. Then we'll talk about instituting
control neasures. And then the last step is to
di ssem nate information to interested parties.

Next. Now, the background pl anni ng that
we were aware of, we were told that 70 infantry
recruits were seen at Martin Army  Community
Hospital in the ER wth conplaints of febrile
respiratory illness on April 27th, 2000.

Primarily one battalion seemed to be
affected, and they were fromthe Sand Hill training
ar ea. And that area is where infantry basic

training occurs.

No deaths were reported. At that sanme
time, 25 ill recruits were tested with 2 different
types of influenza quick tests. They were nasa

swabs.

And 23 anong those 25 were positive for
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either A or B. But we then, of course, had to
consider other differential diagnoses, even though
these influenza quick tests were positive. And
sone ot her consi derati ons wer e adenovi rus,
par ai nfl uenza, coccsacchi, and strep.

Due to the overwhel m ng, quote, unquote,
"evidence" of the quick test results, we were then

contacted by Martin Arny Community Hospital, by the

med program to conme down for assistance. And so
our EPICON team was contacted on April 28th of
2000.

Next, please. Our EPICON team consi sted
of individuals from CHPPM Lieutenant Col onel Brian
Fei ghner, nyself, and Ni kki Jordan. And then we
al so had a PREVMED resident, Mjor Rodney Coldren,
who was finishing his residency at the tine. He
came from WRAIR.

Then we al so had individuals from Martin
Army Community Hospital, specifically Bryan Alsinp.

He was the chief of PREVMED. And then we also had
a famly practice resident: Rodney Gonzal ez. (/g
Ri chard Townsend is an industrial hygienist, who
hel ped us collect sonme sanples; and then also
Sandra W IIians. She's a nurse, and she also

hel ped with | aboratory specinen coll ection.

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

94

Next, please. This is a map of the Sand
H Il training area. And this is where basic
infantry training occurs at Fort Benni ng.
| ndi viduals are processed at 30th AG which is in
the upper left. And they're there for generally
one to six weeks, where they are imunized and
they're given a bicillin injection unless they're
al l ergic. And al so  various ot her testing
procedures are done: HI'V testing, blood typing, et
cetera.

They are then sent to an opening in any
of the wunits. Now, initially when the outbreak
occurred, we were told that cases originated in

Battalion 2/47, which is in the mddle of the

Screen. Five ill recruits were tested with the
i nfluenza quick test. And four of them were
positive.

We then heard that cases were occurring

in the 2/58, which is on the right of your screen.

And 20 ill recruits were tested with the influenza
qui ck test. Ni neteen of those individuals were
positive.

Now, these two battalions didn't really
have any source of comon contact. The battalions

had separate dining facilities. They trained
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separately. And there were no gym or any other
common facilities.

Next, please. This is a graph of the
ARDs cases, ARDs visits, at Martin Arnmy Community
Hospi t al . And you can see that nobst visits
occurred on April 27th. There were 79 cases
reported that day. On the next day, April 28th,
there were 48 cases.

Now, t hese t wo days conpl etely
overwhel med the capability of Martin Arny Conmmunity
Hospital to the point where sick bays had to be
devel oped in the starship battalion within the nost
affected unit. And the nost affected unit was the
2/58. So sick bays had to be established there.

Next, pl ease. Now, as part of the
out break investigation, of course, we had to verify
t he existence of the outbreak. And to do that, we
then had to look at rates in the past and conpare
them to rates presently regarding acute respiratory
di sease.

Wth that information, we would then try
to develop a case definition. Based upon that, we
woul d then find our cases. And we al so, of course,
had to find our denom nator data, what was the

total population at risk. And then during this

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

96

whol e process, we, of course, were collecting
speci mens to confirm our diagnosis.

Next . Now, to conpare recent rates to
past levels of disease, we went through and
reviewed ARD surveillance data for the past year.
And then we also reviewed previous culture results
that had been submtted to Naval Health Research
Center in San Diego as part of their enmerging
di sease surveill ance.

Based wupon that information and once
t hat outbreak had been documented, we were able to
devise our case definition. And that was any
trainee in the Sand Hill area with a docunmented
oral tenperature of greater than or equal to 100.4
and at |east one respiratory synptom between the
time frame of April 23rd and May 6th, 2000.

Next . Now, in order to find cases, not
all of these individuals were hospitalized, even
though | did use that termin the previous slide.
A ot of them were considered, guot e, "on
gquarters."” They were not expected to participate
in training. They were in the sick bays.

Sonme of them were seen as outpatients.
So not all of them were hospitalized with conplete

hospital records. So they were a difficult to
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actually find cases. So we had to go through
medi cal record revi ew, uni t record review,
out patient records, starship sick bay review

And then to establish the denom nator,
we obviously had to look at the entire Sand Hill
training area since that's where basic training
occurs. And so we've got a population roster for
the entire facility, but then we also concentrated
primarily on the 2/58 battalion since that seens to
be where nobst of our cases were originating. So we
did receive al phabetic rosters for B and D conpany
of 2/58.

Next, please. The physicians on our
team al ong with Sandr a WIIlianms col | ect ed
speci nens, such as CBCs. They also collected
cul tures, t hr oat cul tures, bot h viral and
bacterial, as well as serol ogy.

We also then requested services of the
i ndustrial hygiene folks at Fort Benning. And they
collected data such as CO, levels in the barracks
while recruits were sleeping. They al so neasured
tenperature and humdity levels for us. And t hey
also got information regarding the ventilation
systemw thin the barracks itself.

Next, please. Now, in describing 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

98

epidemic, we want to orient the data in ternms of
time, place, and person. The time was between
April 23rd and May 6, 2000, as the previous graph
document ed. And the place fromthe Sand Hill area
wher e basic training occurred, the person was a
basic trainee with a fever and respiratory synptom
And then we'll just briefly describe the clinical
syndronme, too, with a little bit of some |aboratory
dat a.

Next, pl ease. This epidemc curve
orients the data in ternms of tinme. Normal baseline
for ARDs cases is 0.5 ARDs adm ssions per 100
trai nees. And the epidemc or outbreak level is
considered 1.5 adm ssions per 100 trainees. And
you can see during our outbreak, we had a |evel of
2.9, al nost sixfold over baseline for ARDs
adm ssion rates.

Next, please. This table orients the
data by place. W went ahead and | ooked at all the
battalions within the Sand Hi Il training area. We
then had the total population of each battalion,
and we conpared to the nunmber of trainees that were
hospitalized and came up with an attack rate. And
the attack rate for the nost affected battalion,

the 2/58 battalion, was 12.8 percent.
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Next, please. Descri bing the epidemc,
we characterized by person. Only male trainees are
af f ect ed. Because this is infantry training, no
femal es are participants in that. No cadre were
ill. It was just the new recruits.

We initially had 194 adm ssions during
the tinme period, April 23rd to WMay 6th, 194
adm ssi ons. A hundred and twenty-eight of them
were froma single unit, the 2/58 unit. And 122 of
them were from one conpany, Conpany D, of the 2/58.
Again, the attack rate for the nost affected
battalion was 12.8 percent.

Next , pl ease. Agai n, we had 194
hospitalized individuals between April 23rd and My
6th, but only 107 met our case definition. [''m
sorry. | got mxed up last tine. And you can see
this is just a table describing sonme of the
self-reported synptons. And they're very typical
for individuals with acute respiratory di sease.

Next, please. In looking at sone
| aboratory data, we didn't notice any trend towards
| ynphopenia or thronbocytopenia or cytosis of any
type.

Next, please. Now, next we wanted to

conpare the sick individuals to well individuals
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and try and determ ne who was at risk and why. e

did this by performing a case control study. e
adm ni stered a questionnaire to all nmenbers of D
conpany and a random sanple of half of individuals
within B conpany. W ended up with 288
participants. Fifty-four were cases, 234 controls,
again, all males with a nean age of 20.7 years.

Next , pl ease. And here is the
guestionnaire, a partial questionnaire, of what we
adm nistered to all of the participants. We asked
guestions about synptons that they were suffering
from We also asked about their residence prior to
com ng to Fort Benning. We asked personal hygi ene
guestions, history of snoking, history of asthns,
hot water in the barracks, et cetera, things |ike
t hat .

Next, pl ease. Now, here are sone
results from the case control study broken down by
cases controlled wth wunadjusted odds ratio.
Assignment to D conpany was associated with case
status as well as recent history of smoking wth
unadj usted odds ratio of 2.2. The fifth week of
training was associ ated. And you'll also notice
that there were no cases from barracks that had the

ventilation on. Recent snmoking is defined as
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within the past six nonths.

Next, please. Here are some results
from our univariate analysis. Agai n, we | ooked at
the variables in the previous table, and we also
| ooked at sone other additional variables. You can
see that a higher tenperature in the bay, greater
than 50 trainees per bay associated wth case
st at us. VWhite race was, but race overall was not,
certainly history of snmoking at a younger age.

Now, t he two variables t hat are
hi ghlighted in vyellow, those were the only two
variables that were statistically associated wth
case status on multi-variate anal ysis.

Next , pl ease. And the | aboratory
results. OQut of the total population, we only have
about 46 acute respiratory patients tested with the
influenza quick test. Thirty-one of those were
positive.

Now, the viral throat cultures, 47
cultures were obtained on 44 ill recruits. There
were three duplicates. Forty-three of those were
positive for adenovirus. And anong those that were
subtyped, the only subtype that was isolated was
Subtype 4, Adenovirus Type 4. No influenza was

cultured at all from these sanples that had been
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submtted to the Naval Health Research Center.

Now, the two quick tests that were used
initially were the one by Biostar, Flu OA, and the
Kw del Kwi ckview Influenza Test.

Next, please. Now, we did do influenza
ser ol ogy. Agai n, because of the evidence of the
quick test being so positive and even though
adenovirus grew on nmost of the cultures, we
t hought, "Well, naybe there's a co-infection or the
adenovirus is overgrowing the influenza." So we
wanted to do sone influenza serol ogy.

e had hemaggl uti nation I nhi bition
perfornmed at CDC. Paired sera were collected on 40
il recruits, and the conval escent sera was
col | ected three weeks foll ow ng t he acute
col |l ection.

Only one pair of sanples denonstrated a
fourfold increase in titer between the acute and
t he conval escent sera. An interesting finding,
t hough, was that nost recruits responded very well
to the 1999-2000 flu vaccine, as denonstrated by
their high level of antibodies against all three
conmponents.

Next , pl ease. Now, we had serum

neutralization done at WRAI R for adenovi r us

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

103

anti body detection. Again, same 40 paired sera
fromthe ill recruits were analyzed. And 37 of the
40 paired sera had a fourfold or greater titer from
the acute to the conval escent sanple. So this
| aboratory data strongly support the conclusion
t hat Adenovirus Type 4 and not influenza was the
eti ol ogi c agent.

One of the reasons why the influenza
quick tests were erroneous nay be due to the fact
that they lack specificity for Adenovirus Type 4.
Package inserts. Bot h package inserts state that
there is no cross-reactivity with either Adenovirus
Type 5 or Adeno Type 7A, but there is no nention
about Adenovirus Type 4.

Next, pl ease. Now we would want to
di scuss how our hypot hesis conpares to the
established fact by reviewing the epidem ologic
triad of agent, host, and environnment. The agent,
of course we were finally able to determ ne, was
Adenovi rus Type 4.

That particular subtype is very compn

within mlitary popul ations, not very compn anong

civilian popul ati ons. Unfortunately, a vaccine is
not currently available since all production of
this vaccine ceased in 1996, and all stockpile
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reserves have been depl et ed.

As far as the host IS concerned,
mai ntai ning personal hygi ene habits are very
i npor tant. Al so, tobacco cessation can decrease a
rate of acute respiratory di sease anong

i ndi viduals, but certainly in younger individuals,
we're going to see a |lack of imunity as well.

Regar di ng t he envi ronment, pr oper
ventilation is absolutely necessary. That includes
proper tenperature, humdity, proper CO, |evels.
And certainly crowding is an issue. And al so you
are getting individuals fromall over the gl obe and
basically putting them into the in-processing area
and then assigning themto units.

Next , pl ease. Now, al t hough sone
control neasures cannot be altered, such as the
avai lability of a vaccine, sone neasures can be
i mpl enent ed, to mnimze the risk of acute
respiratory disease in mlitary settings.

One of those is maintaining the proper
operation of the ventilation system That includes
regul ar cleaning of the vents, tinely replacenent
of the filters, making sure that they're on when
they' re supposed to be.

And anot her way that we can control ARDs
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is to enphasize NOVARDI, which are non-vaccine
acute respiratory disease interventions. And t hat
consists of personal hygiene neasures, such as
washi ng of the hands with soap on a regular basis,
provi di ng adequate space per recruit of 72 square
feet as per Arny regs. Al so head-to-toe bunk
orientation may help mnimze aerosol transm ssion
of pat hogens.

And then certainly surveillance is very
important to maintain the weekly surveillance of
acute respiratory disease cases to see if you're
getting a little bit of an increase or a spike.

Certainly pat hogen sanpl i ng anong
hospitalized ARDs cases is also very inportant,
especially if you need to go back and conpare rates
of last year to rates of this year.

Now, since there didn't seem to be a
problem with initially we were concerned that the
probl em was i nfluenza. W were worried that maybe
the vaccine wasn't effective. But since it turned
out to be adenovirus and not an issue wth
i nfluenza, we also recomend to continue in
processing the way it has been going on since that
didn't seemto be a real concern.

Next, pl ease. And there are sone
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acknow edgenments that | would like to point out.
W had a lot of help from individuals at Fort
Benni ng. And certainly for their |aboratory
support, we couldn't have done this wthout the
folks at Naval Health Research Center, WRAIR, and
CDC.

That's all | have for the outbreak. Are
there any questions? Yes?

PRESI DI NG OFFI CER LaFORCE: Lots.

DR. DUVERNOY: |'msorry. Okay.

PRESI DI NG OFFI CER LaFORCE: (o.

DI SCUSSI ON

CDR LUDW G Dr. Ludwig here. [''m
curious about on your discussion slide, you talk
about tobacco cessation can decrease the rate of
ARDs. As | remenber, these trainees are
non- snmoki ng during training anyway; right?

DR. DuVERNOY: Theoretically.

(Laughter.)

CDR LUDW G I think that's probably

true because they're pretty well-controlled, but

"' m wonderi ng. It seenms |ike your association is
with a history of snoking; right? It was with
onset of smoking earlier than 20 years old. l's
that right?
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DR.  DuVERNOY: No. Wthin the past six

nont hs.

CDR LUDW G But si nce t hey
theoretically are not snmoki ng duri ng basi c
training, we're not sure whether ceasing snoking
coul d decrease the rate of ARD

PRESI DI NG OFFI CER  LaFORCE: Ot her
gquestions? Yes? Wo have we got? Steve?

DR.  OSTROFF: | have a couple of
guestions. Steve Ostroff from CDC.

DR. DuVERNOY: Okay.

DR. OSTROFF: First, | wonder if you can
give us sonme sense of what the overall inpact of
the outbreak was in ternms of how |ong people
remai ned hospitalized, what the inpact was on their
training, and issues |ike that, nunber one.

DR.  DuVERNOY: Ckay. Actual ly, the
average length of stay or out of training was 2.6
days. And, actually, that may certainly add up,
especially when you're talking about a very
confined time period to get all of this training
in. But, actually, all trainees conpleted their
training on tine and graduated on tine.

So it didn't inpact them in the I|ong

run, but certainly everybody was worried while they
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were ill and weren't able to be practicing.

DR. OSTROFF: The second is, | nmean,
it's a really amazing epicurve to see sonething
that's that explosive. | mean, basically it all
happened over a period of 48 hours, essentially.
It's pretty unusual .

DR. DuVERNOY: Right.

DR. OSTROFF: VWat do you think really
happened? You know, you tal ked about 50 trainees
per bay. Was this basically all in one or two
barracks or --

DR. DuVERNOY: It seemed to occur that
way. What we suspect happened was maybe there was
sone cohorting effect going on and everybody wthin
Conpany D got sick.

DR. OSTROFF: Did you actually plot it
by barracks and |ook at where their folks were in
relation to other --

DR.  DuVERNOY: W weren't able to get
that information, but based on who was ill and
wasn't ill, this is what we surm sed.

DR. OSTROFF: And the third question |

have is |I'm curious about not having soap in the
barracks. Is that --
DR. DuVERNOY: Oh, we were pretty
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amazed. Sone people didn't know that there was
even soap there. On the questionnaire, we have
"Yes," "No," "Don't know " |ls there soap in the

barracks? Don't know.

And also sonme people didn't know if
there was hot water available. So we were rather
surprised by sone of the response. We entered it
as they gave it to us. So it was interesting.

PRESI DI NG OFFI CER LaFORCE: Ken?

CAPT SCHOR: Ken Schor.

Wth regard to hand-washing, actually,
at Parris Island, there alnpst is not enough tine
for the recruits to actually run through and wash
their hands before they eat because their schedul e
is so intense for ten weeks.

They got around that by actually buying
the alcohol-based hand cleaners and nmaking it
Mari ne-proof by putting it in a gallon ketchup
container in a stainless steel cage so they
couldn't eat it or sonething. |'mnot quite sure.

(Laughter.)

CAPT SCHOR: |I'd like to nmention that to
Commander Ludwi g al so. They instituted that about
a year and a half ago. And | guess we'll have to

see what the inpact of that is.
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The intensity of t hese training
scenarios is pretty amzing. And the folks are
just so tired and their days are just so long that
they want to just be -- and washing hands is very
secondary to eating at that point.

PRESI DI NG OFFI CER LaFORCE: Yes?

COL SMTH: Dr. Paul Smth.

I have one question. Do you have any
idea of what part of the training cycle these
people were in when this outbreak occurred?

DR.  DuVERNOY: l"m sorry? What part of
what ?

COL SM TH: What part of the training
cycl e? Were they in week one, week two, week
t hree, week four?

DR. DuUVERNOY: Primarily week five.

COL SM TH: So they were about
m d-training cycle, give or take. Thanks.

DR. DuVERNOY: Although we did have sone
cases for individuals who were in week four and
week six but primarily week five.

Yes?

DR. BERG Bill Berg.

| have two questions. You said they

were hospitalized for an average of about 2.6 days?
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DR. DuVERNOY: Well, actually, | guess I

shouldn't say "hospitalized." They were out of
conm ssion, so to speak. They were on quarters.

DR. BERG Okay. How long did it take
for them before they could get back to their full
schedul e of physical fitness training, particularly
runni ng?

DR. DuVERNOQY: We didn't ask that. Ve
weren't following up with that. But we did ask at
the very end if anybody was unable to conplete
their training in a specified tine. And we were
told that everyone graduated on tine.

DR. BERG My second question is: Could
you elaborate a little bit on how cleaning the
ventilation systems and the filters would work to
di m ni sh outbreaks like this? These aren't HEPA
filters, are they?

DR. DuVERNOY: | believe they are. No?

Okay. Okay. Regular filters.

DR. BERG I nmean, | can see if they're
grossly dirty and there's a lot of particles in the
air maybe irritating things, but beyond that, |I'm
not sure how nuch the --

DR. DuVERNOY: Well, certainly having a

working ventilation system would be helpful.
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Cbviously there is a certain amount of air exchange
that needs to occur. And when the filters are
cl ogged, then you may not be getting that exchange
rate at all. So then you just have stagnant air.

So | think that's the main issue as far
as maintaining the ventilation systens properly to
make sure that you have that m ninmum exchange of
air occurring.

PRESI DI NG OFFI CER LaFORCE: Pierce?

COL GARDNER: Pierce Gardner.

Thi s i's anot her i nteresting st udy
correlating the snmoking risk with infection in the
| ast year, there's been a rather elegant study in
pneunococcal, the base of pneunococcal disease,
identifying snoking as the single nost inportant
risk factor, ahead of all the other things we have
traditionally done in people between age 18 and 64.

There has been sone indication that influenza risk
has al so increased and now adenovirus. So that's
i nportant.

In the pneunpcoccal study, they did a

nice job in the dose-response curve. The nore
snmoki ng, the higher the risk. And if you stop
snmoki ng, you go back to -- did you have any data

that could correlate degree, how nuch snoking,
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versus how nuch risk?

DR.  DuVERNOY: Well, initially on the
guestionnaire, we asked if they had ever snoked.
And then we had one category where it was |ess than
or equal to a pack a day and then greater than a
pack a day. So we really didn't break it down any
nore than that.

COL GARDNER: Greater than a pack a day,
nore than or |ess than a pack a day?

DR.  DuVERNOY: Actually, we didn't see
t hat, no.

COL GARDNER: Ckay.

DR.  DuVERNOY: Just snoking in genera

COL GARDNER: | think the Board in terns
of readiness in younger age groups, this becones
i ncreasingly evi dent t hat smoki ng cessation
pr obabl y rel ates to prepar edness and
susceptibility.

PRESI DI NG OFFI CER LaFORCE: Thank you.

DR. BERG  Last question. Bill Berg.

Did anyone get back to the manufacturer
about why t hey omtted to elimnate t he
cross-reaction with Adenovirus Type 4?

DR.  DuVERNOY: Actually, no one has
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contacted the conpany, but I'm assumng it's
because Adenovirus Type 4 just isn't common within
civilian popul ati ons. It's primarily mlitary
I ssues.

So | guess it probably wasn't worth it
to spend that amount of noney to try and get |ack
of cross-reactivity with Adeno 4 since it's such a

smal | popul ation at that risk.

PRESI DI NG OFFI CER LaFORCE: | think this
(S an i mpor t ant | esson for ot her mlitary
facilities. | think it is a very inportant |esson.

DR. DuVERNOY: Don't use influenza quick
tests.

Captain Gray, did you want to add
sonething? | cut you off. |'msorry.

PRESI DI NG OFFI CER LaFORCE: Okay?

DR. DuVERNOY: All right. Thanks.

PRESI DI NG OFFI CER LaFORCE: Let's nove
on to Captain Gray, Lieutenant Colonel Neville on
nmorbidity and other |osses associated with failure
of adenovirus virus vaccine. It's a pretty thick
handout I think that goes along wth the
present ation.

MORBI DI TY & OTHER LOSSES ASSOCI ATED W TH

THE FAI LURE OF ADENOVI RUS VACCI NE
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CAPT GRAY: Yes. Hi . I'm Geg Gay
from the Naval Health Research Center. And Joel
has given you the handout here. | want to make

sure you take this wth you because he worked
really hard to conpile these articles. Al so,
there's a handout with ny presentation on it that
you shoul d have.

Wth respect to the |ast question, the
reason that the two rapid tests were on site is
t hat our | aboratory was evaluating them to
determine if they were useful to the mlitary. The
bottom line is the pharmaceutical conpanies now
have adenovirus 4 wild type, and they're eval uating
their product with that in mnd to see if they can
replicate.

Of course, there are charges that our
t echni ci ans, al though trained by their reps,
perhaps didn't read the tests right, too. So we're
wrestling with those issues.

| probably don't have to remnd this
Board that we have a national decline in public
health | aboratory capabilities. And the Departnent
of Defense is certainly a conmponent of that.

What |I'm going to tell you today is

pi eced together from recent efforts to reestablish
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sone of those capabilities in the Departnment of
Defense, particularly targeting towards adenovirus,
but by no neans is it a conprehensive |ook at the
i mpact . I nstead, what we have are sone smal
st udi es exam ning the preval ence  of vari ous
di fferent adenovirus serotypes.

Next slide. Just to review, adenovirus
has been a |eading cause of febrile respiratory
illness in trainees, particularly before the
vacci nes were devel oped, by the predecessors of the
folks in the comm ssions, in this Board right here
in this room

It was found to be the oral attenuated
products after a nunmber of different attenpts
through killed viruses that are well-recorded in
Dr. Gaydos' article, was found to be very effective
and enployed from 1971 to 1996. W really didn't
have a big adenovirus problemuntil just recently.

In 1996 -- and the story is rather
conpl i cat ed, but the manufacturer decided for
econom c reasons to stop production. We had
limted stores available 1970 to 1999. And all our
vaccine after -- we basically tried to use it just
in the winter nonths to save it. Al'l our vaccine

was depleted in the early part of 1999.
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Next slide. Wth very nodest funds,

| argely through the chanpion of Captain Trunp at
BUMED, Bur eau of Medi ci ne and Sur gery, we
established a small adenovirus capability in San
Di ego. The focus was to deternmine if the serotypes
that were nobst prevalent 20 years ago were still
around and if the vaccine still seened to be
working during the tine frame where we're going to
start | osing the vaccine.

Next sli de. We est abl i shed
survei |l | ance. This is active surveillance wth
research assi stants on boar d governi ng t he
collection at five sites, four of which were viable
and shown here: MCRP San Diego; Fort Jackson,
South Carolina; Fort Leonard Wod, M ssouri; and
Recruit Training Center in Geat Lakes, Illinois.

Next slide. In this active surveillance
system we have nonitored for febrile respiratory
illness infection rates, collecting both nunerator
and denom nator data. And whenever we had a
trainee that came during the normal working hours
with the case definition you see here, we asked
them to permt us to collect a throat swab for
viral culture, which was preserved at -70 and

shi pped in batch to our facility.
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We used A549 cell culture techniques.
Dr. Snur at the California State Laboratory
transferred mcroneutralization typing technology
to us, and we used his typing technique.

Next slide. Overall, -- and we're just
going to try to summarize our findings, but we had
a remarkable isolation percentage considering all
of the coal chain issues and the handling problens
that are fraught at our MIS. Fifty-three percent

of 3,400 speci nens were adenovirus-positive.

Next slide. And this is in the tine
period where we were rationing vaccines. So
sonetinmes we're using it. Sonetinmes we're not.
You can see that in winter nonths, -- and this is
hi storically true -- there is a variation in
adenovi rus vacci ne or adenovi rus wi | d-type

infections, with the wnter nonths always being
hi gh. You can see that in sonme cases we've got,
al nost 90-100 percent of the viral cul tures
submtted to us were positive for adenovirus.

Next slide. In the aggregate, we
isolated Types 4 and 7, which are historically the
nost preval ent types. So nothing had really
changed with respect to that. W also had Type 21,

for which there was a vaccine in the test phases
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but never produced. We did have a significant
nunber of Type 3's.

Next slide. You can see that the
distribution of the serotypes varied wth the
various different MIFs. Remar kably, we had an
outbreak here of 3 and 7, which really doesn't
happen very often. At least it hasn't happened
much in the literature.

The npbst prevalent serotypes at the
other sites was Type 4. Incidentally, at the
energing infectious disease conference, just about
a couple of nmonths ago, the CDC had received sone
of our specinens and through restriction enzyne
anal ysis showed that this particular strain of
seven was identical to the strains that had caused
pediatric outbreaks in the Chicago area, also
pedi atri c outbreaks with death.

So there is some possibility that

perhaps we had a nore virulent strain here. [ 1

say now and |I'Il show you in a mnute that this is
now regress. There is no 3 this year at all. It's
all 4 -- next slide -- or no 3 or 7. It's al nost
all 4.

You can see that if you received the

vacci ne, you were really protected anong the throat

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

120

cultures we got that net the case definition. And
if you did have a positive throat culture, it's a
good chance it was 21. If you did not receive the
vacci nes, again, 4 and 7 were nost preval ent.

Next slide. The odds ratio for having a
positive culture anong our cases was 13 tinmes that
for those who had not received the vaccine as
conpared to people that had been vacci nat ed.

If you | ook at the specific, either a 4

or a 7, 28 tinmes the odds. So it |looked like to us

epidem ologically that there still seemed to be a
protective effect, although these are sort of
i ndi rect data. The vaccines still seenmed to be

appropriate for the wild-type viruses that were out
t here.

Next slide. In June 1998, -- and | nust
say that the initial funding from Bureau of
Medi ci ne and Surgery was supplenmented with gl obal
energing infectious disease surveillance funding
from DOD Health Affairs managed by the central hub
her e.

And shortly thereafter, we wer e
encouraged to expand our effort and to nmarry it
with Project GARGLE. You hear a little bit about

Proj ect GARGLE perhaps at other neetings.
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The idea at Project GARGLE is largely a

flu surveillance since we wanted to broaden this
and |ook for other viral pathogens and also add
sonme other sites. Next slide. And we followed
this reginen since that tine.

We added three nore sites: MCRD Parris
| sl and, Fort Benning, and Cape May, which you heard
a little bit about this norning. We al so had Fort
Bragg for a tinme, but basically it didn't have
enough cultures to keep us interested in keeping a
research assistant there.

Next sli de. We changed the nethodol ogy
a little bit in that we just couldn't maintain the
high volume of culturing when we added these
additional sites. So we reduced it to a systematic
sanple with a sliding scale so that we don't
culture every isolate or every patient, we only
culture a proportion of those. And we changed the
case definition just a little bit to be nore
consistent with Project GARGLE.

We now culture for influenza A and B,
respiratory syncyti al Vi rus, and t he
parai nfl uenzas. And we do adenovirus and influenza
typing with CDC typing sera.

Next slide. Here you see results from
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the 4,300 specinens collected since June of '98.
And you can see again adenovirus is the npbst common
i sol ate, but we do have flu A, flu B, and a nunber
of other viruses.

Next sli de. The proporti onal
distribution of cases -- | <changed the order a
little bit in your handout, but the proportional
distribution of the cases differed with sites, wth
nost of the training facilities having adenovirus
as the nost prevalent virus, but Fort Bragg, a
post-training site, having this one facility, Fort
Bragg, having a higher preval ence of flu A

| think this suggests that flu A is
perhaps not being used as nmuch in the higher
proportion of people and that's why we see this
problem and perhaps these people are not berthed

in as crowded areas as the trai nees are.

Next slide. These are our febrile
respiratory illness rates. They' re updated weekly
on our worldw de Wb site. W tried to give

feedback to all the folks participating. And you
can see that we have exceeded the threshold for a
nunber of different sites over tinme, the threshold
of 1.5 cases per trainee per week that's been

hi storically the FRI threshol d.
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There are a |lot of things that people
have considered and a | ot of recomrendations, but |
just think we're going to have these outbreaks for
a long time until we get the vaccine back.

Next sli de. This perhaps is the best
slide we have towards the theme of the title of the
talk. And that is: Wat is the clinical inpact of
t hese adenovi rus out breaks?

This is an aggregate slide where we take
the febrile respiratory illness rate. W determ ne
the proportion of the sanples we received, the
proportion that were adenovirus-positive. And we
extrapol ate the nunmber of cases that we think we
had at that site based on these data.

You can see for the nonth of October
1999 that we had nearly 2,000 vaccine-preventible
clinical encounters, many of whom were hospitalized
or set wunder sonme supervisory care. It's just
remar kable the norbidity that we're going to be
faced with, particularly every wnter, from the
| oss of these vaccines.

Next slide. This is a slide to show you

the tenporal effect. | think Sharon had a pretty
good one as well. When we had vaccine avail able,
we just didn't have these problens. When we
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started rationing vaccine, we would have an
i ncrease. And then we would slap it with vaccine,
and it would go down and it would go up, et cetera.

So there's just going to be this vacillating, |
think, of the FRI rates. Largely, it's due to
adenovirus infections.

Next sli de. Some of the things that
have been done recently -- and you have a nunber of
t hese papers in your packet in enmerging infectious
di seases. The first outbreak anmong female Arny
trainees t hat had ever occurred and was
wel | -docunented there, at Fort Gordon in a recent
publication, the same journal, we denonstrated the
transm ssi on or col | eagues denonstr at ed t he
transm ssion from Fort Jackson, a recruit training
facility, to Fort Gordon, another advanced training
facility, where 50 percent of 147 hospitalized
trainees were infected.

We have a paper that is in the works,
"The Outbreak of Adenovirus 3 and 7," which,
interestingly, shows a protective effect for a
hi story of snoking. So | think that's somewhat to
be debated: the snoking interventions.

Then, of course, you're going to hear a

| ot about the outbreak at Lackland here in just a
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mnute from Dr. Neville. And, then, finally,
there's been the Fort Benning outbreak you heard
about earlier.

Next slide. These are the sane data,
again, just to show you the explosiveness of the
Cape May out br eak.

Next sli de. You m ght ask: el |, what
kind of serious norbidity? It's not really a
reportable disease. So we don't have a good handl e
on this. But anecdotally we have heard of the
gl omerul onephritis case, thyroid storm case wth
adenovirus inplicated, and at |east two adm ssions
in the intensive care unit at G eat Lakes.

I think what is really concerning to ne
are the three articles in the literature in your
handout there of nortality cases. I j ust
anticipate with this volune of cases we're going to
get to nortality cases eventually. And there is
going to be a lot of finger-pointing at folks
because of that.

Next slide. Wth respect to hospital
i mpact, you have heard a little bit about this, but
basically some of the hospitals have had to shut
down their facilities and open up other facilities

just to take care of these people.
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At Fort Benning, they had to shut down

the post-op area, cancel elective surgeries.
Lackl and has estimted their costs from their
recent outbreaks at three mllion dollars. Fort
Leonard Whod had to open a special infirmary ward
to take care of them Cape May said their hospital
census went up fourfold.

Next slide. Lackl and, al though sone
pl aces say they have not had a problem wth
recycling, other places say they have had a problem
with recycling. And that is delayed graduation of
the trainees, where they have to be sent back to
earlier classes.

Lackl and reports a 20-fold increase.
Great Lakes, the training commander got so upset,
he called the hospital commander and demanded t hat
this be ended and that we get the vaccine back.
Recycling increases were noted at the other sites.

Cape May even discharged one of the adn ssions.
|"'m not really sure about that. Basically it was
severe enough.

Next slide. Well, you m ght be saying:

Wel |, what are we doing besides just watching this
happen? You know, it's rather frustrating.

| should tell you that a |ot of things
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have been considered. We have talked about
reducing the crowding. We have talked about
washi ng hands. There was sonme talk about
hand-washing with antimcrobial little hand w pes.

There are sone data that were done some years ago
about UV light filters. We have a paper in the
wor ks on that but not nuch protection shown.

And, of course, we think a lot of this
is person to person; whereas, ventilation m ght
hel p. Really, we're just going to be faced wth
this for a long time as long as we do business the
way we have in training recruits.

So we're trying to figure out
considering now that we have a problem not only
with adenovirus but also with influenza. How are
we going to tell quickly which is it? And you know
about the confounding rapid tests of the influenza.

wel |, t here IS an of f-the-shel f
adenovirus rapid test. We have evaluated it
briefly in collaboration with the manufacturer, SA
Scientific. Frankly, the sensitivity is not real
good, about 40 percent, specificity about 90
percent, with rather tight confidence intervals.
So while it mght tell us of an outbreak if we get

a lot of positive tests, it's not going to help us
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to discern sone confusing data.

Next slide. We have been I n
col l aboration with the state, California State Lab,
where they do have a very nice adenovirus program
for many years and al so the CDC. And we devel oped
restriction enzyne analyses capabilities and nost
recently DNA sequencing capabilities to try to
di stinguish the strains and determne if we can
ever identify nost virulent strains if we have got
one of those in our popul ations.

|  mentioned that the CDC had sone
i ndications that seven had changed recently. I n
fact, we found a very unusual strain, only thought
to be seen in South Anmerica. We found one case
anong an ill trainee in Lackl and.

But there is some work nationally to try
to get a better handl e on adenovirus in the various
different genotypes and serotypes and figure out
what we can do about it.

Next slide. There have been sone
efficacy studies, one of which you have by Dr.
Howel | . Looking at the data in this fashion, a
very sophisticated one, it |ooks like wthout the
vacci nes, we have projected 12,000 in the Arny

al one adenovirus hospitalizations would occur
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annually. This is with the old policy of admtting

every one at a cost of 26.4 annually mllion. Then
year -round vacci nation woul d prevent 7, 800
adm ssions and save $15.5 mllion annually. Thi s

again is just in the Arny al one.
There is another paper that is in press.
|"ve forgotten the journal. I'm sorry. But it
wll show simlar estimtions very nuch in favor of
returning the vaccine for the Navy and Marine Corps
per sonnel .

Next sli de. Well, | don't nmean to bash
Charlie Hoke back there, but what we have here is a
situation where we had a lot of public health
efforts regardi ng donestic problenms in the DOD.

And over the years, those sort of waned
and we focused on operational type progranms, the
henmorrhagic fevers, nmalaria, rickettsia, diseases
that are not often endem c and not often eval uated
by the UH SE. Public Health Service. And so the
idea was to put our noney where we had all of these
probl ens that were operationally inmportant and were
essential ly negl ected.

Il think I would like to make a case and
ask the Board to weigh in on it that we do have a

| ot of respiratory illness. And while there is a
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| ot of domestic effort, certainly adenovirus isn't
getting a |lot of national funding, adenovirus
vacci nes.

And if you guess that many of the
different hospitalizations we show here using the
aggregate of ICD-9 codes are due to adenovirus,
then you could see that we could greatly reduce
those adm ssions. Anyway, | think it nmerits sone
consi derati on.

| know there have been $15 mllion noved
this fiscal year to get a start-up towards the
vacci ne. Per haps there are sonme folks in the room
who could talk about that, but it seens an
appropriate area to focus sonme of our R&D efforts.

Next sli de. And, finally, through this
nodest effort t hr ough t he G obal Enmer gi ng
| nfectious Di sease program we now do have a npdest
| aboratory capability to handl e these outbreaks.
And coupled with sort of the basic science research
that's here in this institution, we're able to
provi de sonme support.

It's very tenable, and it depends on
year-to-year funding. It may very well go away
after a few years unless we do sonething to make it

more of an established institution. In fact, there
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are about 20 people working in this, not all of the
people in this group.

That's all | have. |'d be happy to take
any questions? And we'll let -- Jim Neville up
here real quick.

PRESI DI NG OFFI CER LaFORCE: I think
we're going to hold the questions and then go right

on to Lieutenant Colonel Neville's presentation.

And then after that, we'll do the whole questions
t oget her.

LTC NEVILLE: | feel honored to be here.

' m Li eut enant Col onel Nevi l | e, preventive

medi cine doc at Brooks Air Force Base, which is
shorter than saying, the full-cell protection is
surveillance branch of the Air Force and student
envi ronnent, safety, and occupational health risk
anal ysis. So Brooks is better.

I'"'m just going to present a Dbrief
overview of the situation at Lackland Air Force
Base over the last nine nonths, not a whole |ot of
detail unless there are questions about that.

Next slide, please. Lackl and Air Force
Base is the only basic training site for the Air
Force. And as well as the basic training, there

are eight different schools, technical schools or
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ot her school s, at Lackl and Air Force Base,
tri-service or Air Force al one.

That i ncl udes Def ense Language
Institute, which trains foreign nationals nmostly in
English when it's mlitary. And there's a
Pan- American Air Acadeny for nostly Central and
South Anerican Air Forces that conme here.

So there's a whole mx of people at
Lackl and Air Force Base. This focus is just on the
basic trainees, though, not all of these other
popul ati ons. This should say 3,500 to 6,000 basic
trainees at any one time at Lackland Air Force
Base.

Six hundred to 1,100 arrive every week
50 weeks out of the year. And in the summer
nonths, there's a slide here in a second that wl|
show the nunmber of recruits that arrive that are at
Lackl and being trained increases.

The organization is that there are six
basic training squadrons. Wthin each of those
squadrons, there are 10 to 12 usually but when it's
crowded up to 20 flights per squadron. There are
usually 50 to 60 trainees in each of those flights.

The basic training period is six weeks. In the

ot her services, | think it's eight weeks.
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Next slide. Like any mlitary place,
training place, this 1is crowled. This is a
cl assroom setting. And you can see how these desks
are spaced as close as they can be. They touch.
They go from wall to wall, to narrow aisle, down
the mddle for the instructor to wal k around, nake
sure everyone is staying awake. You can barely
see, but in the back, that's a row full of people,
too. So this classroomis real crowded.

This is a day room adjacent to the
sl eepi ng ar eas. They do sone mai | cal
adm ni strative training and so on in the evenings
her e. Sonetines there are two flights in this
room So maybe 120 guys sitting on this, recruits,
trainees, | should say, sitting on this floor
getting sonme kind of training going on. So it's
crowded in there, too.

This is the sleeping area. You can't
really see on this thing, but that's a pillow
There's a pillow, pillow. So they're head to foot,
head to foot. It's not quite as crowded here as it

is in the classroom setting.

Next slide. And this just shows the
weekly census, if you wll, of trainees at
Lackl and. In June, it goes up to about 6,000

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

134

trai nees at Lackland, even as we speak here. And
that's about their capacity. So all of those
barracks places, all of those sleeping areas are
full.

Next slide. Now, if we went back in
time -- my office got called to try to see what
el se could be done around April. It's kind of hard

to tell where that is. That's sonmewhere around in
here.

Lackland Air Force Base has a nedical
center, WIlford Hall Medical Center. They have
i nfectious disease, public health, and all of this
ki nd of stuff. They were certainly trying to do
what they could do, but our offices were asked to
see what el se could be done.

Anyway, when we | ook back in tinme, this
is the anbulatory coding from the troop clinics.
So when people, the basic trainees, just limted to
basic trainees, show up at their sick call, they
get discharged with some kind of a respiratory
code.

This is the codes for all respiratory
illnesses, not necessarily adenovirus. We were
trying to establish the existence of an outbreak,

li ke we've heard about already.
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Anyway, this is pretty |[|ow And it

seemed kind of obvious that there is a dramatic
rise in respiratory cases being seen at sick call.
The inpatient ward was opened on the 24th of
Novenmber in response to this dramatic increase.

Next sli de. Now, this is a seven-day

novi ng average of daily adm ssions to WIford Hall

for febrile respiratory illness, acute febrile
respiratory illness. So the ward was opened on the
24t h of Novenber. Seven days after, you can get a

seven-day average.

This is the nunber of adm ssions. So
every day, here it was five to six or whatever.
April and May went up to 15-17 adm ssions a day at
t he peak and then kind of waned down a little bit.

Only two points on here | put on this
slide -- well, three, | guess, for that one, but
the policy was changed to admt every recruit that
had a fever who canme to sick call

And then the policy, nmaybe because of
the overflow, -- |I'm not sure -- was changed to
admt just by the provider's discretion if there
was a fever. So if a guy had just a little bit of
a fever and he wasn't that sick, then he didn't

have to be adm tted.
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This little thing is a cost estinmate
slide I'Il show in just a few mnutes, but this is
the time period that I'Il use for that estimte,

not the peak; this one, nore recent.

Okay. Next slide. This is very simlar
information, but it's the rate, hospitalization
rates, per 1,000 trainees. Some of this stuff that
|"m presenting, we're already tal ked about a little
bit here.

VWhat ' s i nteresting al so IS t hat
periodicity that was nentioned before, every three
to five weeks or so, there's a peak. And it goes

al nost all the way through.

The next slide. | should have pointed
out that that rate is ongoing. It doesn't drop to
zero. It's still ongoing. So even last week,

there was an average of seven adm ssions a day.

W reviewed 352 of the inpatient
records. The only point of this slide is to
denonstrate that these people are relatively sick.

They don't just have a cold. Mean and nedi an, as
it turns out, max. tenp. recorded on the chart was
102. 3. And this is their distribution of synptons
that they reported in the record.

Twenty-five percent of the people who
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had chest X-rays done had sone abnornmality. And 40
percent of the total of the inpatient records that
were reviewed had sone indication in the medical
record of sonme |evel of dehydration.

Okay. The next slide. Now, in ternms of

the cost, it's kind of a hard thing to get an exact

cost nunber, but these are estimates. So for that
31-day period that's recent -- it's not the peak of
all of those adm ssions, but the recent 31-day

period that was on that other slide, there were 163
hospitalizations of trainees.

I'm told that an inpatient internal
medi ci ne bed day costs $1,340 total cost. There's
a 2.7-day length of stay, which was not nuch
different than we heard before.

So if you multiply it out, that's
$589, 000 about. That does not include the
di spl aced hospital inpatient capacity that Captain
Gray just nentioned.

So that if this war gets overfilled,
those trainees go to the pediatrics ward or the
orthopedic ward or whatever. And then those beds
aren't available for the pediatrics cases in the ER
or whatever it is.

That relates to the GMVE training
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opportunities. If there's a recruit in the bed,
then the kid with the neningitis can't conme in and
the resident can't get the neningitis case and so
on. This doesn't account for any of those kinds of
t hi ngs.

The |ost professional staff, in the
first maybe six nonths of this stuff, they had to
have a staff guy staffing the ward for the
residents so that the pediatric cardiologist or the
urologist or whoever wuld take his turn on
staffing that ward. So obviously he couldn't be in
the clinic seeing their patients and so on. So
this doesn't account for any of those kinds of
t hi ngs.

The line commanders tell wus that they
estimate a cost of a lost training day for basic
training at $110, whatever that neans. If there

are 163 hospitalizations and they |ost 3 days, then

that cones to that. So if you take both of those
nunbers together, -- can you hit "Advance" three
nore tines or maybe four -- it's about $20,000 a

day during this tinme period.

Okay. Next  slide. Captain Gray
mentioned this, too. This is just the graphic of
it. This is recycles. Does everybody understand

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

what recycle is? Shall | explain that one nore

time? That's okay? Does everybody understand?

Ckay.

So last year or Fiscal Year '99, a
cunul ative total here was |ike eight 1 think or
nine for the whole year. For Fiscal Year '00, the
curmul ative total is here, 122. So that's 24 tines

t he nunmber of medical recycles.

Now, this includes anything nmedical. So
it's not just adenovirus-related, but there's no
evidence of any other outbreaks of orthopedic
injuries or surgeries or whatever else.

This is inportant to a certain extent
because when the trainee gets recycled back to
another training time, he msses his graduation
date or he m sses that technical start date. And
that may put that person back a couple or six
nont hs maybe in their training cycle or they have
to do a different job or whatever. And it's a big
headache for the trainers and the recruits, too,
certainly.

Okay. Next slide.

COL DI NI EGA: Do you know what the
denom nator is?

LTC NEVILLE: That's just counts.
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COL DI NI EGA: But, | nean, what's the

total people that went through training during that

period in --

LTC NEVILLE: It's probably | arge.

COL DINIEGA: So you have a small --

LTC NEVI LLE: Probably 35,000 in a year
get training. That's an estimate. Ckay. So on

the 7th of May on a Sunday afternoon, we went and
cultured everybody walking into the fifth week of
training as warrior week, which is a field training
sort of a week, rather intense and so on.

So they're carrying their packs and

shuffling in through the tents. So they're
relatively healthy. They're not sick or whatever.

So we cultured all of those people. And of the
386 cul tures, 64 of them were positive for
adenovi rus. Scratch out that. This is the final

t hi ng, not an internmedi ate thing.

We asked them if they had any synptons,
respiratory synptonms, and |ooked real quick if they
had respiratory synptons. It had nothing to do
with whether they were positive or not.

I ncidentally, of this cohort of 386
people, 53 of them either had been adm tted during

their training or subsequently would be admtted
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during their training. So 13 percent of that

cohort had been adm tted.

Okay. Next slide. This is indoor air
quality. If the ASHRI standard is 1,000 parts per
mllion CO, in an i ndoor envi ronnent, this
measurenment is a reproduction of the tracing from
this classroom setting. It goes way above that and
stays up there when they're in the classroom

This is about a two-hour period, two or

t hree- hour period. Where they sleep, we neasure
this in mybe four different sleeping areas. And
it never got over 1,000. It was 900 or so but

never got over 1,000 during the night. So my own
feeling is that the classroom is the worst place
for indoor air quality.

Okay. Next slide. Now, when we
recommended the interventions -- |I'Il just go
through this real briefly because we've already
tal ked about sone of those things.

Most of these things aren't proven for
adenovi r us. Vaccine is certainly -- and naybe |
shouldn't say crowding is proven for adenovirus
either, but it is probably nore proven than the
ot hers.

These are the recommendations that we
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said to the hospital commnd and to the |Iline
commanders that they ought to do. There's a |ist
of detail of these. | didn't reproduce that.

We asked for the |line commanders and the
hospital command to send letters up to abrogate for
the vaccine. W recomended certain things, how to
decrease the crowding, but that's probably a waste
of time because the crowding is nore of a problem
Nnow. We recomrend the hand-washing when they can
and so on.

| ndoor air quality, trying to make sone
intervention there, although it's difficult in that
cl assroom setting because the air design is such
that there is no fresh air comng in. It
circulates indoor air over heating and cooling
coils. So there's no fresh air designed to cone
into those places. Ongoing surveillance and the
rest of that.

Okay. Go to the next slide. Just the
| ast part of August, we went over there just to
take a quick snapshot picture of what these things
had been doi ng. The line commander said they had
done nost of that stuff.

The letter fromthe line side is on its

way to the two-star aimng for the four-star there,
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Education and Training Command, the Iline side.
Whet her it goes that far and where it goes from
there, who knows. The SG, the hospital commander
sign that letter. So they're supposed to be going
t oget her al ong the command chai n.

The <crowding | nentioned isn't any

better, although they have spaced the recruits

apart a little bit, like when they are in a line
going into the chow hall, they're supposed to be
heel to toe right next to each other. On the
guestionnaires, we asked them They sai d: Yes.

If the guy doesn't sneeze on the back of nmy neck,
maybe | won't get sick. So they space them out
maybe a foot or two now That's maybe one benefit.
The same we heard a nmnute ago about
hand- washing. The sinks. They actually have about
nine sinks in their dorm area. They turned the
water off to seven of them so they don't have to
cl ean them So all of the water is on now, but
they still |ooked pretty dry when | | ooked at them
They say it's easier to wash their hands before
they eat and so on.
| ndoor air quality. Not hi ng IS
happeni ng. Ongoi ng surveill ance. It's a nore

difficult thing to do the surveillance for the
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anmbul atory febrile respiratory cases. It's easier
to do the inpatient cases. But that's inproving
NOW. The NHRC has funded a research assistant

position there at Lackland to facilitate gathering
t hat anmbul atory data. And the rest of this is kind
of weak recomendati ons anyway.

| think that's probably it. The next
slide. So that's where we are.

PRESI DI NG OFFI CER LaFORCE: Ckay.

LTC NEVI LLE: Ckay. Any questions?

PRESI DI NG OFFI CER LaFORCE: Let's open
this up for questions for t he | ast t wo
presentations for the next ten mnutes or so, if
you woul d, please. Colonel Smth?

DI SCUSSI ON

COL SM TH: Up until recently, I
understand that the Air Force had no problens wth
adenovi rus. And | think that that's sonewhat a
true statenent. And you have not used the vacci ne?

LTC NEVI LLE: Since '87 we haven't used
t he vacci ne.

COL SM TH: And suddenly you're having
out br eaks of adenovirus?

LTC NEVI LLE: Ri ght .

COL SMTH: Do you have any inkling of
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what has changed? The agent? Host ? The

envi ronnment ? Sonet hi ng has changed.

LTC NEVI LLE: Sonet hi ng has changed.
And that's a good question. I don't have any
evidence to say one way or the other. Sonme peopl e

think that because the other services haven't had

vaccine as well. And Lackland is a place where
other services feed trainees to: the Defense
Language Institute, for exanple. Maybe we're

getting nore adenovirus from other places and it's
the Arny's fault. Nobody knows why that's the
case.

Now, | will say in the Project GARGLE,
we have had isolated, maybe one or two in a nonth
i sol ates of adenovi rus, at Lackl and, maybe
sonetinmes five to ten from Shephard, which is the
mai n technical school in the Air Force, but never
any outbreak like this one. But | don't know why
it's happeni ng.

PRESI DI NG OFFI CER LaFORCE: Yes, sir?

COL DINTEGA: Jim nice presentation for
all three of the speakers who spoke on the ARD. It
cones across very clearly that what we have as far
as inmpacts go is very little inpact on recycling or

on the line side of the house and a | arge inpact on
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t he nmedi cal side of the house.

So | wuld not be surprised if it
defined -- support for the vaccine from the Iline
side of the house may be a little harder to get. |
know it's already tough to get it from the nmedical
side of the house.

But the other question | had is:
There's been | think an area we haven't | ooked at.

And that's ARDs during deploynent or FRIs during

depl oynent s. It's a very tough one to put your
finger on. But | think deploynment FRIs will
probably lend to getting nore support. | know on

nost of the deploynent surveillances, ARD is one of
the | eadi ng causes of norbidity.

Next to ne is Dr. Hoke. Dr. Hoke was in
charge of the noney, $12 mllion, that was given
from Health Affairs. So |I'm sure people want to
hear about what he has to say.

DR.  HOKE: I do want to speak, but |
need to parse nmy words very carefully. We all had
a lot to do with getting that noney. Many, many
people in the room contributed in what was an
e-mai | canpai gn several years ago to identify funds
for reestablishing an adenovirus capability.

That noney, about 14 mllion, eventually
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did cone down to Medical Research and Materi el

Command, to General Parker. M. Bill Howell, his
deputy for acquisitions, is responsible for that
effort. It's not a part of the MIlitary Infectious

Di sease Research Program which | direct.

So t hat effort (S ongoi ng and
progressing, although perhaps not as quickly as we
m ght like. Many visits to the former manufacturer
have taken place. The production nethods have been
all abstracted and are now ready for the potenti al
foll ow-on manufacturer to use in formulating their
pr oposal . And the request for proposals wll be
i ssued shortly. So there is clear progress.

Il wll say that, in addition, we did
include from our Infectious Diseases Program this
adenovirus issue as one of our top inportant issues
in the POM process, which is how we get funding in
five-year sort of chunks in the last iteration of
t hat process. And our request for additional
funding for those items was not granted.

That is getting up to the influence of
the chief of staff of the Arny and |I think reflects
many factors, but one inportant factor in a general
sense is that the line side of the Arny is not

feeling the pain, is not feeling that -- this
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hasn't risen to their screen. Of course, they're
t hi nki ng about mIlions of things.

I was very encouraged about your
coments on the letter that was going up through
Air Force channels because back when we were trying
to get this original noney, the Air Force were
calling it like they saw it.

They had no problem That's what they
sai d. That swayed Dr. Bailey to basically
recommend very tenporizing neasures about the
changing facilities and so forth and not to
support, at | east initially, t he vacci ne
redevel opnment effort.

| was talking to Dr. MIller the other
day. And it appears that the Arnmy TRADOC surgeon
is conpletely unaware of this issue: the lack of
adenovirus vaccine or the inpact of adenovirus on
trai ning popul ati ons.

So | think we need to enter a phase of
trying to figure out how to educate the line that
they want this because it is really the line that
does <control or has a huge influence on what
dol l ars are made avail abl e.

You know, addressing Captain Gay's very

conpelling slide -- | don't have it here in front
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of me, but it was so nenorable that | don't think I
need to look at it again, the one with the figures,
with the dollars spent per disease case and so
forth.

| certainly appreciate the thrust and
notivation and enphasis there, but it is clear that
the MIlitary Infectious Diseases Research Program
does direct its efforts at diseases of deploynent,
di seases that are likely to be encountered abroad,
and which are likely to affect the outcone of the
mlitary operation.

So while those figures may suggest a
rat her disproportionate amount of funding for sone
of those things, they do seem to be the ones that
woul d nost likely affect mlitary operations.

Thi s adenovirus issue has peculiarities
in ternms of the acquisition system that make it
difficult. To be truthful, from a basic science,
from a vaccine devel opnent point of view, we don't
have to do anyt hi ng.

That's not the issue. We don't have to
di scover the vaccine. So whenever |'ve raised the
issue, I'm kind of put down, not in a rough sense,
but I'm told that, "WeIlIl, what discovery do you

need to do on the product?” We don't have to do
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anything. W just have to identify a manufacturer.

So | know that | sound a little
def ensive, and probably | am being a little
def ensi ve. But | do think that things are

unfolding but admttedly nore slowy than | think
many of us would |ike.

COL DI NI EGA: If we were to get a
manuf acturer, how long would it be before the
vacci ne woul d be?

DR.  HOKE: Well, assumng that they
would have to actually build a facility, three
years | suppose, probably at |east. These are a
| ot of issues that are involved here in terns of
econom cs. This really is a very inportant effort
in my opinion because if we <can't solve this
particularly small problem for a solution for this
particularly large problem wth sone econonic
nodel, then we really have to question a |ot of
what we're about.

In ny thinking about it, | think we can
get a manufacturer but have an appropriate price
for the product that allows sonebody to nmke sone
noney doing it.

Making a profit isn't evil, but we

always try to make things so cheap that we can't
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sustain the production. | t ends up being
conpletely self-defeating in the Ilong run. So
there are a lot of these issues that will have to

be addressed.

PRESI DI NG OFFI CER LaFORCE: Joel, then
Rosemary.

DR. J. GAYDOCs: Joel Gaydos, Departnent
of Defense G obal Energing Infections System

l'"d like to point out that right now in
US mlitary, we are probably at the |owest [evel
pressure that we have seen certainly since the
begi nning of World War 11. The nunbers of people
who are comng through the basic training centers
are small in nunber. There's not a |lot of concern
about furnishing people to the line, as Jim Neville
ment i oned.

When we | ook back and we |ook back at
what happened during Vietnam prior to the tine that
we had the adenovirus vaccines, we had basic
training centers that were on the verge of being
shut down. We essentially had to shut down basic
trainees at Fort Dix in 1976 during an adenovirus
Type 21 vaccine, a Type 21 outbreak, when we were
using the Type 4 and 7 vacci nes.

I wonder whether we have had any
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hi gh-level person in the Departnent of Defense
Health Affairs or within the medical comunity go
to the Secretary of Defense or someone at that
level to say, "This is a potentially fatal disease.

We have had a lot of seriously ill young people.
Sonebody is going to die."

There was an outbreak of Type 11 a
couple of years ago in a job training center, and
t he young person al nost died. It turned out that
this individual was an asthmatic and they al nost
| ost that young person.

| think that G eg Gay is right. We're
going to see sonebody die of this. And |I would not
like to be the one to go in front of the m crophone
and explain why that death occurred.

The other thing is that if we have a
buil dup or if something happens, we are running a
very great risk of having a training post shut
down.

Now, the Air Force and the Navy are
operating on one training site. And 1 think that
both people have denonstrated that those training
sites are terrible in terms of space, in ternms of
ventil ation.

And if we start building up at those two
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sites, -- you saw what Lackland |ooks |ike now --
this is, as | said, | think the |owest point in
terms of pressure and training pressure in the
mlitary since World War |1.

If they start building up, what are they
going to do down there? And what are you going to
do when you have people who have totally taken over
your hospital when you can't conduct any training
at all because of people who are ill? You ve got
to shut the place down and let it cool off and hope
that you can start it up again.

That is something we had to do wth
meni ngococcal di sease. And, as | said, we had to
do it wth acute respiratory disease due to
adenovirus -- and influenza didn't help either --
at Fort Dix.

So these are situations that | think
we're going to see. And | think what you saw
presented here and which you have seen in the
literature in the last five years are indicators,
are warnings that this is going to happen.

I think somebody has a responsibility to
take this to the line and the people who don't seem
to be very inpressed by this and say, "I amtelling

you this. And when it happens, | hope that you
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will be prepared to go in front of the m crophone
and expl ain what happened.”

PRESI DI NG OFFI CER LaFORCE: Rosemary?

DR. SOKAS: Yes. I think that as a
| ongstanding Board nenber, it's true that maybe
there is sone good |aboratory research that has
cone out of this, but certainly for t he
epidem ologic information, for the environnmental
assessnment information, for the vaccine devel opnent
information, apart from any potential entertainnent
value as a historic reenactnment, this is really not
sonet hing that we should be having to address over
and over again.

Maybe the one thing I would say is that
the econom c analysis portions have seened to be
sort of a little bit nore seat of the pants. And
maybe we should as a Board invite an econom st onto
t he Board, one.

And, two, | think it would be very
useful if Colonel Diniega mght, for exanple, go
back through the resolutions that the Board has
made about this issue over the past at |east five
years, | think, and say, "Who were they nmade to?
What was the response that occurred fromit?" And

maybe we need sone kind of self-assessnent of how
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often we say things, to whom we say things.

There mght be a |earning opportunity
here for us as a Board to see where we night
potentially either through repetition or volunme --
| don't know what -- nmaybe achieve a little nore
for our efforts than we seem to have in this
particul ar instance.

PRESI DI NG OFFI CER LaFORCE: I wonder if
| could ask Dick MIler to say a few words. Di ck
is staffing an 1OM conmttee that's |ooking at
vaccines in the mlitary.

One of t he | mpor t ant i ssues or
di scussion points for the group has been the use of
adenovirus 4 and 7 as a case study to actually sort
of outline difficulties in terns of vaccines in the
mlitary. Dick, would you m nd?

MR. M LLER Just an observation that
this commttee that we put together at the request
of Charlie Hoke is looking at the whole issue of
research devel opnent and deploynment of vaccines
that the mlitary uses.

The adenovirus vaccine is a case study
for this group because it is, in fact, a research
and devel opnent triunph and a policy disaster in

sone other cases. And it's a paradigm for sone
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ot her vacci nes, such as the plague vacci ne, perhaps
even the yellow fever vaccine, because there is
insufficient econom c incentive for big pharma, as
they call thenselves, to make these vaccines, nake
t hem and depl oy them year after year after year

So the adenovirus vaccine is one of
several orphan vaccines, in the view of this
commttee at |east. And we have on the commttee

three representatives from the pharmaceutical

i ndustry.

And we're hearing from CEOCs from the
pharmaceuti cal industry. The jargon that they use
is incentivizing pharna. How do you nmke it work,

their effort to do the R&D, and consistently over
time produce vaccines in accordance to the
mlitary? Marc is a nenber of this commttee.
PRESI DI NG OFFI CER LaFORCE: el |,

happen to agree with what Joel was saying. As a
matter of fact, when we discussed this within the
IOM committee, t he commttee havi ng hear d
presentations from Charlie, General Parker, and
al so going back to the docunents, where we have
what, 10 or 15 individual statenents by the AFEB in
terms of the inportance of adenovirus vaccine, |

t hi nk pretty much from the public heal t h
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st andpoi nt, everybody feels very sort of frustrated

with this. And this may be one of the instances
where a clinical incident is going to drive the
change.

| happen to think, exactly as Joel does,
that you can't have thousands and thousands of
cases W thout the bell-shaped curve exercising its
i nexorabl e power. There is sonething that is going
to go wong on the right-hand side of that curve,
down at the .0001 Ievel, just enough individuals
have to get infected for sonmething that happened to
have either a <case of either neningitis or

di ssem nated viral infection with ARDS and a deat h.

My sense is that -- and this is
unfortunate, but | think that is going to happen.
When it happens, that 50 mllion is all of a sudden

going to be 300 mllion with everybody yelling at
everybody else in terns of why this happened.

DR. J. GAYDOS: I t hi nk  anot her
possibility is that a Ilink between a mlitary
outbreak and a civilian death is going to be made
and the same sort of situation is going to go on.

PRESI DI NG OFFI CER LaFORCE: Yes?

PARTI Cl PANT: Like with JE vaccine, the

Board recommended for at l|east five, six years to
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give a vaccine. We got it FDA-approved, never
happened wuntil we had a few Mirines turn into
basket cases in Okinawa. Then it noved. And |I'm

afraid this has happened here again.

PRESI DI NG OFFI CER LaFORCE: This is why
| think one of the questions that | had about: Al
of the cases that were followed up clinically, were
there any that had positive chest X-rays? That
wasn't very clear to ne during your analysis.

LTC NEVI LLE: Of the inpatient records
that ny team reviewed, 25 percent of those chest
X-rays had some abnormality, pneunonitis, fluid,
sonet hi ng, sonething around in there.

PRESI DI NG OFFI CER LaFORCE: Thank you.
| wasn't sure if | heard that correctly. Al |
right.

DR. J. GAYDOCS: If you | ooked at Nunber
7 in your references, this was a poster at the
| nt er nati onal Conference on Energing Infectious
Di seases. And Dr. MNeill has l|listed the breakouts
for the chest X-rays.

LTC NEVILLE: | f I m ght add two
conment s?

PRESI DI NG OFFI CER LaFORCE: Yes, of

course.
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LTC NEVI LLE: The |ine commnders, at

Lackl and anyway, the 0506 |evel are very worried
about a potential death because they're the ones
who end up getting all of the press and the nothers
calling and whatever. In ny mind, it's a difficult
thing to get that up the chain we all just talked
about .

To go back to that deploynent question,
my office also does DNBI surveillance for Southwest
Asi a. About a nonth ago, there was an upswing in
respiralis rate cases. So we asked them a

question: \What do they think it's fronf

The response was: W think it's
adenovi rus. el |, I t hought that was very
i nteresting. Let's see if it is. Well, two days

| ater, that group was rotating back to the States
and they were getting a whole new group. So we
never figured that out.

Qur intent is to try and get sone of
this like an influenza surveillance or respire
illness surveillance in that deployed setting to
see if that adenovirus is a problemthere.

PRESI DI NG OFFI CER LaFORCE: The ot her
thing is if under the best of situations it was

like three or five years, even under the best of
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situations, where a vaccine would then becone
available, it my be worthwhile going back to the
AFEB docunents from the '50s, where they did |ook
at square footage per bunk, the head-toe stuff.

I remenber |ooking at that as an EIS
officer when | worked up an Adeno 4 outbreak at
Cape May, but | nust admt | haven't |ooked at that
or | haven't refamliarized nyself wth that
obvi ously since the developnment of the vaccine
because the problem sort of disappeared.

One of the things that [|I'm sure is
problematic is what Steve and | were tal king about
when we were |ooking at your CO, curves. The
tenperature of 85 degrees, the relative humdity of

sonewhere around 80 percent within that room that

sounds |ike a submarine where sonething has gone
wr ong.

There's no outside air. It's all
ventilated. It's not filtered. And so | would say
just basic principles, sonmebody would say, "Tinme

out. This is just not right."

DR. OSTROFF: And it is certainly not
conduci ve to | earning.

(Laughter.)

DR. SOKAS: It m ght be a great project
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to |l ook at that data and | ook at the test scores or
sonet hi ng.

PRESI DI NG OFFI CER  LaFORCE: Ot her
comments? We're going to let this go for a while.

LTC RI DDLE: Yes. Rick Riddle from the
Heal t h Servi ce.

That was our coment. | have to
reinforce a comment, get this up on the |ine side.
I nean, the consensus with Dr. Bailey was with the
SGs and with Health Affairs.

So if you want the services' support,
you have to convince your SGs and you have to
convince the line side that this is an inportant
enough issue to pursue the expenditures of dollars.

And you just can't go in wthout the
data, and the data are built in the surveillance
system that's in place. But | think you have to
keep pushing the issue.

Again, just |ike you say, 3 years, 4
years, maybe as long as 12 years before you have a
vaccine on the street and avail able. You can't
over enphasi ze preventive neasures again or --

DR. OSTROFF: One real quick question.
| don't know if Greg may address this. | mean, in

terms of |ooking at sone of the potential other
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indirect effects of nore adenovirus, has anybody
been |l ooking at, for instance, rates of asthm?
Have they been going up over the last couple of
years?

CAPT GRAY: We've been |l ooking. | nean,
the idea is: How do we break this stalemate
wi t hout having a death? So we actually have had
sone projects, and asthma was our first one.

It's a long story, but we |ooked at
t hroughout the DOD hospitalizations with asthnma.
And then we had a wi ndow, previous hospitalizations
wi th pneunonia, and haven't found an associ ation.

So we're examning now in a cohort of
trainees: O those that had an FRI, are there
chronic di sease sequel ae, such as asthma, to try to
see if there is any chronic disease we can point
to?

We're all frustrated. Everybody in this
room for the nost part favors bringing this back,
but it's a matter of getting it up where this is up
there conpetitive with the other pressures.

LTC NEVI LLE: It's also a matter of
resources. W'd like to do nore intervention
studies or followng these people over tinme, but

who has the staffing and manpower to do that with
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all of the other stuff?

PRESI DI NG OFFI CER LaFORCE: Yes?

COL DI NI EGA: For the record, the Board
in 1991 nmade a recomendation for essentially
uni versal use of adenovirus for recruits. In
February of ' 95, as t he reality for t he
manuf acturer, the producer mght be pulling out,
t hose i ssues cane up.

In Utah, at one of the nmeetings in Utah,
t he Boar d made a recomendati on about t he
di agnostic capabilities for adenovirus |aboratory
support, which was dwindling at that time in the
mlitary, and also the fact that we needed to nake
sure that we continued to have the vaccine
avai l able. That was in February '95.

In January '98, as the actual shortage
started and it was |ooking nmore and nore bleak and
there was sone rationing of the vaccine, the Board
again nmade recommendations about the need for
continued use of the vaccine and for diagnostic
capabilities.

PRESI DI NG OFFI CER LaFORCE: Okay. Yes,
Bill?

DR. BERG Bill Berg.

Has anyone gone back and | ooked a& how
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effective t hese ol der measur es, such as
head-to-toe, sl eeping arrangenents, are? Di d
anyone do any studi es back then?

One of the things that strikes nme is
that those were all before there were neningococca
vacci ne or adenovirus vaccine. They may have been
done sinply because that is all there was that
coul d be done.

PRESI DI NG OFFI CER LaFORCE: No. To my
know edge, those were controlled studies.

COL DINTEGA: | think at one time -- oh,
Captain Trunp is here. I thought at one tinme the
CHPPM Di sease Control Section was going to | ook at
NOVARDI, as | think -- | don't know who coined that
term | think it's a Mangism Roberta Mang who
used to be at Di sease Control

| thought they were going to do that
mai nly because the reality was we have no vaccine
and we keep pushing all of these admnistrative or
non-vaccine-related control. And we never knew how
effective those were.

| thought at one time they were going to
do that, then the hand-washing and the air quality,
et cetera.

LTC NEVI LLE: They've got a resource
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probl em People PCS out, and then there's no
i nt erest and other people are comng in or
what ever. There are so many other things happening
there are not the resources to apply to those kind
of | aid-out --
DR. HOKE: | just want to say one thing.
Now, you know, when you | ook at your life, you try
to ask: VWhat have you done that's effective? The
only thing that | can say that has worked is that |
went to see Ceneral Blanck when he was Surgeon
General on another matter.
| sort of pushed onto the table -- |
| ater learned that this was extrenely forbidden to
do this kind of thing -- another matter, which was
t he adenovirus vacci ne. | told him that there was

enbarrassnment enough for this story to go around.

Those were the words | wused. And it was shortly
after that that the 14 mllion appeared. It's hard
to connect one with another, but | think there was

a causal relationship.

We have a new Surgeon GCeneral in the
Arny. He recently sent out a sensor, a person to
go sense the tenor of the realm And they wanted
to know what should they attend to in the first 90

days. | told them I put on my list, you know
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There's only one thing that you need to pay
attention to, and that's adenovirus vacci ne.

| sent that about a month ago, and it's
gone wherever it has gone. But there is a new
Surgeon General in the Arny. Maybe it's time for
the AFEB to sunmmarize its stuff and conme out.
There's a new one.

| urge the rest of you who have contact
with other Surgeons General when you have the
chance. These are precious noments as a
pr of essi onal person to influence these people. Get
it into their mnds that this is a problem because
Health Affairs will turn to those people, those
three-stars, and say, "lIs this anything? |Is this a
real issue? Should we support this?"

You know, it really does conme down to
kind of politics in the end, but it seenms to ne
that's one way to get support. It has worked a
little bit in the past and may be what we need to

do to sustain this.

In my opinion, it is a funding stream
that is going to need to be -- this 14 mllion is
just a one-tine-only. W need to develop a real

mat ure plan that has funding to get the job done.

DR. ENGLER: I just have a question and
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actually a suggestion. And that is, as many of you
know, | am a clinician. | several years ago said
to this Board: Do you all care that a |arge part
of what you do is unknown to the mpjority of the
mlitary services, much |ess the medical community
within the mlitary services, and that that's
tragic and that there's a real problem in
comruni cati on?

The clinicians feel the policy-makers
are fairly disconnected from clinical reality. I
under st and t he perspective of dat a-driven
communi cation, but |I'm going to tell you that the
vacci ne no experience that the CDC is going through
is teaching them

There was just a neeting this weekend of
anti-vaccine groups, and the CDC was stunned by
their i nproved organization, their wvisibility,
their passion, their loyalty.

And I'mtelling you one of the things we
all have to do is be conpassionate in the way we
conmuni cat e. And that's not necessarily only
dat a-driven. That nmeans we have to capture
peopl e’ s i magi nati on.

And | wll say that some of the clinica

perspectives -- if you had sonebody stand up there
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and talk to the people who are nmaking policy from a
clinician who had to be in that hospital during
that epidemic and describe the risks and the
concern and extrapolate to a future scenario and
make them vivid and real, not just dry numbers, you
m ght get nore response.

And in that regard, Major General West,
who is a two-star Marine Corps general right now in
the Pentagon on the operational side, |'m very
i mpressed that he can understand that. And he very
much understands the marketing risk for the
mlitary if it doesn't address the ends of one and
the fallout and the people who have adverse
reactions and the problens.

He is very open to input, and | would
strongly recomend that this Board consider also
conmuni cating their concerns to him And he can
perhaps go to the Joint Chiefs and engage the |ine
advocacy because |'m inpressed over the years that

| hear things in commttees about so and so doesn't

hear or listen and then | have an opportunity to
talk to a senior line general or admral and
expl ai n nmy frustration from t he clinical

perspective. And they go: Oh, that makes sense.

Who is briefing these people? is ny
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guesti on. And are we doing enough wthin the

mlitary to do positive advocacy for the inportance

of issues in effective ways? |I'm telling you dry
nunbers don't always cut it. It takes nore than
t hat .

And when the civilian world has |earned
that with |obbying in Congress, there's no reason
why we can't do it if it's for a good cause.
Certainly bring the data. Bring a little bit nore
of the data to the table, which is the real inpact.

I think what the gentleman said, you
know, a base closes, and people are going to ask
you in | eadership why you didn't do sonething. And
then that begins to touch them where they |ive.
How do you justify these docunmented decisions over
five years? You were warned about this, and you
didn't do anything.

Peopl e don't look at it that way. They
t hi nk: Oh, it's another dry report. Let's put it
on a shelf, no big deal. We're all sitting here
wonderi ng: I s anybody honme? But you've got to
make it visible.

PRESI DI NG OFFI CER LaFORCE: Okay. We've
got to <close this discussion and nove on to

hepatitis C. W will revisit this because | think
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" m sensing that there's a need for us to sort of
be I ots nore active in this arena.

DR. ENGLER: Proactive.

PRESI DI NG OFFI CER LaFORCE: Proacti ve.
Thank you.

Captain Hyams, Hepatitis C? Yes?

HEPATITIS CIN THE M LI TARY

CAPT HYAMS: "' m Captain Craig Hyans.
|"m the Director of Epiden ologic Research here at
the Naval Medical Research Center. |"m going to
provide the initial part of this presentation, and
Colonel Rick Riddle will end up the presentati on.

Next slide, please. Next slide. Let ne
just nmention what's in the next slide before we get
t here. We're going to eventually discuss the
hepatitis C virus infection. And then we're going
to go on to our recent DOD investigations and
finally discuss the policy inplications of our

research findings.

Next slide. Let nme just say sonething
briefly about hepatitis C virus. It's an RNA virus
that was first identified in 1988. Commer ci al

tests were only developed in the early 1990s.
| think it's inportant to keep in mnd

that we have only had ten years of experience so
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far with this virus. So we're still learning a
| ot. It's early days for our understanding of this
particul ar infectious disease.

It's predomnantly transmtted through
|arge or repeated direct percutaneous exposures
with infected bl ood. At best, sexual transm ssion
is inefficient. Al so, you couldn't expect
transm ssion from the blood of an infected person
comng into contact with intact skin of a person
who is not infected.

As |'ve said, the natural history is
i nconpl etely understood now. Drug therapy can be
toxic and is not always effective, but certainly
drug therapy is inproving.

Next sli de. Ckay. The factors
associated with transm ssion are blood transfusions
prior to the tim where we could screen blood
donors. I njecting drug abuse certainly is highly
associated with hepatitis C transm ssion. It may
be associated in some cases wth enploynent and
patient care in the clinical |aboratory and nmay be
associated in sone cases with exposure to nultiple
sex partners.

In studies conducted in the United

States, there has been no clear associ ati on between
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hepatitis C infection and mlitary service,
medi cal, surgical, or dental procedures, tattooing,
acupuncture, body piercing, or foreign travel.
It's inportant to keep that in m nd.

Next sli de, pl ease. The  hi ghest
preval ence of infection is in henophiliacs treated
before 1987. And, again, as | nentioned before, we
have a very high prevalence of infection in
injecting drug users and then also in transfusion
reci pients from HCV-positive donors. This doesn't
happen anynor e.

Next slide. Okay. Let's talk about the
epi dem ol ogy  of hepatitis C in the general
popul ation. There's been one | arge study conducted
by the CDC that involved 21,000 surveyed children
and adul ts.

These are individuals six years of age
and ol der. In their study, which was published in
the New England Journal, | believe, |ast year, the
overal | prevalence of infection was 1.8 percent.
It was higher, had a higher preval ence of infection
in African Anmericans.

If you | ook at the age group that's nore
relevant to our mlitary population of persons 20

to 59 years of age, the prevalence was higher in
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men, 3.7 percent, and lower in wonen, 1.6 percent.

| think it's inportant to note that in
mlitary veterans, the prevalence was actually
| ower than the overall preval ence. It was 1.2
percent. So when you surveyed veterans in the
general community, not veterans who are seeking
care within a VA nedical facility, actually, their
risk of hepatitis C infection is lower than in the
general popul ation. And the CDC has data that the
i ncidence of HCV infection has decreased during the
| ast ten years.

Next slide. Okay. Let ne say sonething
about -- these are mainly studies | was involved in
when we first developed the second generation
di agnostic test for hepatitis C in our mlitary
popul ati ons.

Sanples we collected in 1990 and 1991
from blood donors throughout DOD, approxinmately
6, 000 sanples, we found a very |ow preval ence of
infection, as you woul d expect, 0.2 percent.

Anmongst recruits - - this was an
interesting study that was conducted by Dr. Leonard
Seeff and Dr. Mller, who is here today. I n
recruits from 50 years ago, they sanmpled over

8, 000. They had samples from over 8,000 recruits.
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They found a |ow prevalence of infection of 0.4
percent. This is before we had heavy use of drugs
or thought to be before we had heavy use of drugs.

In a study of recruits of Navy and

Marine Corps recruits in 1989, we found a sinmlar

preval ence of HCV infection, 0.3 percent. And
then, finally, in deployed personnel, -- this is
Navy and Marine Corps personnel again -- sanples

collected in 1988 and 1990, 3,000 individuals, we
found a preval ence of infection of 0.4 percent.

Next sli de. Okay. There have been
recent concerns about hepatitis C infection in our

veteran population and anongst mlitary personnel

There has been increased detection of HCV
infection anmpbng veterans seeking care in VA
facilities. During the last five years, they have

shown a marked increase in the nunber of veterans
who have been found to have this infection.

A high prevalence of HCV infection was
found in two VA patient populations. These are two
studies that were conducted. One in Washington,
D.C. found a preval ence of infection of 20 percent.

And then one conducted in San Francisco found a
preval ence of infection of 10 to 19 percent.

Al so, the VA conducted a national
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screening day in March 1999. And they asked

veterans in their facilities on this particular day

to donate a blood sanple for screening for HCV

i nfection.

Twenty-si x thousand veterans agreed to
do this. They found a preval ence of infection of
eight to ten percent. So, at least within VA

facilities, a patient seeking nedical care, they
have a very high preval ence of HCV infection.

Next slide. Let's talk about our study.

Because of a nunber of reasons which Colonel
Riddle will go into, we conducted a |arge survey of
HCV infection in our own mlitary popul ation.

What we used was the serum repository
because the sanples were avail able. We took
sanples from 1997 in a random zed study of over
20,000 mlitary personnel.

Ni neteen ninety-seven at that tinme was
the last year that we had conplete data for the
serum repository. As you know, the serum
repository, the sanples are collected initially for
testing for HV infection.

They're col | ect ed from recruits.
They're collected from active duty personnel and

sel ected reservists about every one to five years,
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and they're collected bef ore maj or over seas
depl oynent s.

For the year of our study, 1997, about
60 percent of our active duty population had a
sanple collected in that year. W did a random zed
survey of active duty personnel, recruits, selected
reservists. And we over - sanpl ed vari ous
popul ati ons.

We al so conduct ed a st udy of
hospitalization within DOD hospitals during the
last 20 vyears for acute viral hepatitis. Then
finally we did a cost anal ysis.

Next slide. These are the preval ence
estimates from our random zed serosurvey of troops
in the US. mlitary in 1997. And our first |arge
popul ati on that we studies was active duty troops.

We eval uated 10,000 active duty troops. We found
a prevalence of infection of essentially 0.5
percent, which is substantially |ower than what was
found in the general civilian popul ation.

Anmong reservists after age-adjusting the
data, we found essentially the sanme preval ence of
i nfection. We age-adjusted it for the active duty
troops because reservists tend to be five years

ol der than active duty personnel. Anmongst
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recruits, we actually found a rmuch | ower preval ence
of infection, 0.1 percent.

In our over-sanpled populations, we
again didn't find any increased prevalence of
i nfection. You see slightly increased rates for
different groups here, but this is due to the fact
that nmost of these groups except for the wonmen
personnel are older than the general age of our
active duty troops.

The Vi et nam er a troops, t hese are
i ndi vi duals who were on duty prior to 1994 who were
still in active duty in the US mlitary. There
has been some concern that the Vietnamera troops
at nost risk of infection. So we over-sanpled this
gr oup. Actually, they had a |ower preval ence of
i nfection, considering their age.

Next sli de. In nmost of our sanple
popul ations, we found a clear age trend in the
preval ence of infection. The 10,000 active duty
troops, the prevalence in individuals |less than 35
years of age, 0.1 percent, was the same as in the
recruits. Then it progressively increased to where
our prevalence was 3 percent in those troops who
are 40 years of age and ol der.

W  found a hi gher preval ence of
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infection in non-white racial ethnic groups and

enlisted personnel. It's interesting in a
mul ti-variate anal ysis. When we put these factors
into t he same nodel , t he vari abl e for

race/ethnicity actually dropped out of the npdel
and enlisted rank remined an independent risk
factor for HCV infection.

Next slide. Okay. We were also able to
cal cul ate incidence data. Qur serum repository
sanples are collected serially while a person is in
the military. So in many cases, we had nore than
two sanples. And we chose the ol dest sanple of the
i ndi vi dual s who were sel ected for our study.

In our population of 10,000 active duty
troops, a previous sanple was available in over
7,000 of these individuals. They were collected
one to 11 years apart, for a nean of about five
years between sanples. And this provided us a very
| arge period of exposure of data we could analyze,
34, 000 person-years.

In this extended period of exposure,
however, we only found six who seroconverted in
this study. That provides an annual incidence of
0.018 percent, which translates into 18 new HCV

i nfections per 100,000 troops each year.
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Next slide. W also eval uated genotype.

This work was done at the CDC by Dr. Alter. e

eval uated 94 anti-HCV-positive sanpl es. These were

i mmunobl ot - positive sanples. And we were able to
detect RNA in 81 of these sanpl es.

We predom nantly found genotypes 1A and
1B, which is what you found in the civilian
popul ation. So it |ooked |like the transm ssion was
followwng the sanme patterns that we find in the
general popul ation.

These nunbers are small. We didn't find
any clear associations with any of the risk factors
that we could evaluate or any of the denopgraphic
data, but, again, the nunbers were quite small.

Next slide. As you can expect, when you
screen a large population that has a very |ow
preval ence of infection, we found a |ot of false
positive results. In the 10,000 active duty
personnel, we had 90 sanples that were repeatedly
El A-reactive. However, just over half of them were
i mmunobl ot - positive, RIBA-positive.

The I ND here represents indeterm nate.
Si xt een of t he El A-reactive sanpl es wer e
i ndetermnate by RIBA. Ampbngst  recruits, we

actually found nore indeterm nate sanples by RIBA
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t han we found that were positive.

When we attenpted to do PCR on all of
the 19 indeterm nate sanples, all of them were
negative by PCR, which indicates to us that the
i ndeterm nate sanples were really false positives.

Next slide. Okay. This 1is the
hospitalization data for acute hepatitis. This is
total adm ssions for all types of acute hepatitis.

This work is being coordinated by our Captain G eg
G ay.

We have good Navy dat a on

hospitalizations for hepatitis going back to 1975.
And then beginning about 1989- 1990, we had
DOD- wi de dat a.

As you can see, the hospitalizations for
acute viral hepatitis progressively decreased
during this period of tine. Sone of this decrease
may be due to the fact that we tend to hospitalize
patients | ess often now, but we also feel that nuch
of this decrease is due to the fact that acute
hepatitis is less of a problem aggressively in our
US mlitary.

Next sli de. This is where Colonel
Ri ddl e cones in

LTC RI DDLE: | wanted to just spend the
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| ast three slides on health policy, where this canme
from For DOD, we didn't have any routine
screening in 1998 except for our blood donors.

And not only in the F.Y. 1999 Arned
Services Committee report but also in F.Y. '98, we
had received direction from Congress to take a | ook
at hepatitis Cin the mlitary.

There was tremendous pressure on
Congress from the veteran service organizations,
the drug conpanies, individuals like Dr. Koop and
others, to pressure the Departnment to institute
t ot al force-w de hepatitis C screening for
recruits, active duty, and individuals separating,
very simlar to what we had with our HIV program

| remenber in | guess Decenber of 99,
there was a full-page ad in the Washington Post by
Schering-Plough that said if you had ever had
i ntravenous drug abuse, you needed to be tested for
hepatitis C;, if you were wever on active duty
service or in the mlitary, you needed to be tested
for hepatitis C

So they were certainly trying to create
a perception that mlitary put an individual at
high risk for this infection. And they were using

a lot of the data, some of the anecdotal data and
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ot her data, from the Departnment of Veterans Affairs
to support that.

In "99, the Congress directed us to do a
study and to advise on the feasibility of testing
for hepatitis C, recruit, active duty, and at
separation and di scharge.

Next slide. So, in addition to the
study that Captain Hyans discussed, which | think
was a nonunental effort, you realize that in |ess
than six nonths, we conducted probably the [|argest
seropreval ence, seroincidence and genotypic study
that has been done on hepatitis C in the United
St at es.

In addi tion to t hat, we di d a
cost-benefit analysis and worked with Margo Krauss
and Rene Howel|l up at AMSARA to | ook at the figures
and what it would cost us to do a force-wde
screening program |ooking at recruit, all active
duty, Guard, and reserve, and then at separation
and retirement.

And | guess just focus on the figure
down there for greater than 35 years of age. if we
did offer testing to that population, that would be
t he cost.

Next sli de. The inportance, really, is
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this last bullet. If you look at our data, 87
percent of all personnel wth hepatitis C virus
infection who are currently active duty, Guard, and
reserve were individuals who were greater than 35
years of age.

So we worked very closely with CDC and
actually contributed to the developnment of the
national policy on hepatitis C wth CDC, and
they're very thankful for that and, in addition,
formed an interagency hepatitis C working group
with CDC, N H the Departnment of Veterans Affairs.

And it has really paid trenmendous dividends for
the Departnment as we have addressed these issues
both in Congress with the nedia and with veterans.

You know, kind of the equation that we
use in Health Affairs or Health Policy is "Health
policy equals science divided by nedia squared
times politics cubed.”

We feel that with this study right here,
this was a political 1issue, which we were very
qui ckly able to bring some science to the table and
make a data-driven decision

Literally, that decision was to offer
testing of individuals who separate or retire who

are greater than 35 years of age. That creates
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service connectivity for that individual. I n ot her
words, they now have docunented in their medical
record that they were positive for hepatitis C
whil e on active duty.

So if they're not at issue for receiving
followon care and treatment, both in DOD and VA,
once they separate from service, it also addresses
t he individuals who had infection.

We offer that screening based upon a
review of risk factors or if the individual just
wants to be screened, then they're offered to be
screened and that docunented in the nedical record.

And it's just an assessnent made of their health
and then an advisenent on prevention factors
because certainly hepatitis C norbidity IS
associated with a lot of co-norbid factors in an
i ndi vi dual as they grow ol d.

Next slide. So, in conclusion, what we
found is hepatitis C three tinmes lower infection in
the U. S mlitary than what we see in the
conparable civilian popul ation. Really, it's a
result of overl apping prograns w thin DOD.

Certainly hepatitis C is primarily
spread by intravenous drug abuse. And because of

our testing and screening for elicit drug use and
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HI 'V, both ongoing and at recruitnment, we exclude a
| ot of individuals.

Qur routine nedical exam nations and
screening really promte a fit force and would
detect individuals that have chronic synptomatic
di sease, institution of our blood donor | ook-back
-- or the blood testing in the | ook-back program
and our total force immunization for hepatitis A
and then our risk-based hepatitis C vaccination
policy.

And, really, our recomended strategy
and a strategy that we currently have out for the
services and the services are evaluating force
right now is a targeted screening of individuals
ol der than 35 because of the low risk overall for
hepatitis Cin the mlitary.

The | ast slide rel ates to t he
contributors to our study. And right now our data
is awaiting publication by the Anerican Journal of
Epi dem ol ogy. | think this is a real push. W do
a lot of work within DOD. The onus is upon all of
us to try to get this out into the published
peer-reviewed literature.

But for DOD, Captain Hyams and nyself,

t he inval uable support from Col onel Rubertone up at
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CHPPM with the HIV repository, that's a tremendous

resource for DOD; Captain Trunp at Health Affairs,
statistician up at USUHS. And then this was
supported by Dr. Mazzuchi and Dr. Bail ey.

It's kind of funny that this study was
actually funded partially from Health Affairs, but
we got the mmjority of our noney from the
Departnment of Veterans Affairs and the DOD-VA share
noney. So we were able to conbine sone resources
to execute this very quickly.

At CDC, Drs. Alter and Han and her staff
and then certainly Dr. Leonard Seeff, Margo Krauss,
and Rene Howell up at AMSARA all contributed to
really pull this off very quickly.

And we haven't been wunder that nuch
pressure from Congress and others as far as what we
have done in DOD. The VA still faces a tremendous
ampunt of pressure because it's very difficult for
them to provide care for their individuals who are
hepatitis G positive because it's very difficult to
review the records and create service connectivity
t hrough a blood transfusion or blood exposure when
many of these people didn't have that and they're
showi ng up for treatment in VA for hepatitis C

Questions?
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PRESI DI NG OFFI CER LaFORCE: Questions?

First off, congratulations. This is now the second
exanpl e of the power of this serum or repository.
For Board nenbers or for those of you who were on
t he Board when we had the Lyne di sease issue, where
there was really a great deal of confusion of
whet her there was risk or no risk, use of this data
bank was able to resolve this issue in less than
si x nont hs. This is really another very fine
exanpl e of this.

DI SCUSSI ON

LTC RI DDLE: I think we actually used
t hese sanples, our hepatitis C sanples, when we did
this study.

PRESI DI NG OFFI CER LaFORCE: Super. That
makes this really even better. Points? Pierce?

COL GARDNER: Thank you for a very nice
st udy. I guess |I'm having a little trouble
reconciling the slide that was shown about recent
concerns showing allegedly 20 percent in VA
population in Washington and 10 percent San
Francisco and 8 to 10 percent in 26,000 veterans
who vol unt eer. So those are ten times the |evel
that you're finding.

I know these particular groups -- why
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are they so far out of Iline with what we are
findi ng?

LTC RI DDLE: Well, VA services a unique
popul ati on. They only service about one percent of
vet er ans. And their average patient is an ol der
mal e who has a very low | evel of incone.

So they see a very unique popul ation of
i ndi vi dual s, especially when you Ilook at San
Franci sco and the Washington-Baltinore area. So |
don't think that 1it's wunusual to see a higher
preval ence of hepatitis Cin those popul ati ons.

When VA actually |ooked at the data from
that one-day seroprevalence study, | think they
found that 80 percent of those individuals who were
seropositive had a concurrent diagnosis.

Certainly they didn't see a trenmendous
problem with drug abuse in that popul ation. And
they have a unique population of vet er ans,
especially in some of the VA facilities.

Now, if |I'm not m staken, some of the
other VA facilities in nmore rural areas of the
country did not see near t he rates of
seropreval ence t hat we're seei ng in t hese
particul ar high-risk spots.

COL GARDNER: The site of a recent
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upswi ng certainly seens to be not what you found
when you |ooked at it nore closely with this data,
| guess.

LTC RI DDLE: Correct, within our active
popul ati on.

COL GARDNER: I guess the other
guestion: \What are you doing about it? |Is there a
protocol or a followup for how we're managing the
hepatitis C-positive veteran or solider?

LTC RI DDLE: Wthin the Departnent of
Veterans Affairs, yes. They had developed a
treatnment or an evaluation and treatment protocol
in conjunction with NITH  And, if I'm not ni staken,
NIlH currently has an evaluation and treatnent
protocol and a recomrended protocol.

COL GARDNER: The debate goes on early
treatnment or wait wuntil there is nore definite
di sease.

LTC RIDDLE: Right.

COL GARDNER: And which side of that are
you com ng down on?

LTC RI DDLE: | think the study of Dr.
MIller and Leonard Seeff is very inportant in this
cont ext . That study |ooking at those Air Force

recruits from the '40s and '50s, not a single
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i ndi vi dual had any nor bi dity or nortality
associated with hepatitis C virus infection over a
period of four years.

And, if I'"mnot m staken fromtalking to
Leonard, nmany were surprised to find they were

hepatitis C-positive.

DR. M LLER: It was a small nunber of
peopl e. This was published in the Annals of
| nternal Medicine January 18th of this year. So

you can |l ook at it.

But having a chronic hepatitis C
infection is not good for your health. On the
other hand, at least in healthy young Air Force
recruits from about 1950, there was surprisingly
little long-term norbidity and nortality and no
case of liver <cancer in that population. So
hepatitis Cis a serious long-terminfection but by
no means a death.

DR, HAYWOOD: Does that inply there is
no one under active treatnment in the mlitary right
now?

DR. MLLER: | beg your pardon, sir?

DR.  HAYWOOD: No one under active
treatment for hepatitis Cin the mlitary now?

DR. M LLER Ch, |'m sure there are,
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sir.

LTC RI DDLE: No, no. If treatnment is
indicated, treatnent is certainly given. And it's
on a case-by-case basis. But for wus, if an

i ndi vidual 35 years of age or older who shows up
and they test hepatitis C virus-positive, they are
eval uat ed. You | ook at the liver enzynmes, |ook at
the individual Council on Alcohol Abuse, other
co-nmorbid contributors to disease, and then nonitor
t hrough tinme.

Certainly individuals are going to react

differently. Treatnment is indicated in certain
i nst ances. And DOD has <certain centers of
expertise. I think Maury Sjogren at the Walter

Reed treats quite a few of these |iver patients.

PRESI DI NG OFFI CER LaFORCE: Li nda, then
Rosemary, and then Bill.

DR.  ALEXANDER: | was intrigued at this
from a systens perspective and |ooking back at our
previ ous discussion on influenza. I was struck by
how dramatically different they are.

In this |ast exanple that you presented,
there was clear cooperation, actually sonme guidance
from Congress that led to this effort. There was

clear cooperation at the federal |evel wth other
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si ster agenci es.

On the influenza side of the house,
there seems to be this deadlock that's occurring
wi t hin DOD. And perhaps there's a lesson to be

| ear ned here.

LTC RI DDLE: I nfl uenza or adenovirus?
DR. ALEXANDER: Well, the adenovirus.
l|'"'m sorry. VWhat occurred to nme was that mybe

there's a chance to partner with other agencies. |
t hi nk about t he Ameri can Col | ege Heal t h
Associ ati on. I think about organizations that
represent incarcerated individuals or where there
are confined individuals where the |eaders of those
organi zations may be interested in the vaccine.

And maybe there is an opportunity to
mobilize efforts and work in partnership with them
because if there is anything | have learned in the
| ast couple of years of working with Congress, it's
that if you | obby, your voice is heard. And if you
can bring individuals to the table who have been
affected, it carries nuch nore nmonmentum than data
that has been conpiled over the centuries. So |
see the two as actually presenting an opportunity
for | essons | earned.

DR.  OSTROFF: There's lot of | obbying

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

193
about hepatitis C

DR. ALEXANDER: Right, right, right,
right.

DR. OSTROFF: If there's nmoney to be
made by the pharmaceutical industry.

PRESI DI NG OFFI CER LaFORCE: Rosemary?

DR. SOKAS: This is just a followup to
tal king about the difference in the VA statistics.
Were all of those VA data collected from hospitals
and hospital populations? Because you know that
dialysis units and other people in hospitals are
going to have higher rates anyway. So |I'm just
wondering if part of that is what we're seeing with
t hose differences.

CAPT HYAMS: Most of it was collected
from outpatients, but they were all patients
seeking care in the VA system | assunme sone of
them were inpatients, but nost of them were
out pati ents.

PRESI DI NG OFFI CER LaFORCE: Bill?

DR. BERG Two questions. First, | want
to make sure |'m understanding this. You used the
phrase "targeted testing at retirenent.” But it's
voluntary?

LTC RI DDLE: Ri ght . What we' ve done is
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we just developed a sheet of questions that an
i ndi vidual takes a | ook at. And if they feel they
are at risk or just want to be tested, irregardl ess
of their falling into one of the risk categories,
they're offered testing. But the testing is
vol untary, correct.

DR. BERG My second question concerns
the fact that there is a paucity of prospective
data on hepatitis C infection. In fact, the first
good data sort of looking at it is the study that
Dick did that appeared earlier this year.

Peopl e have been aware that we're sort
of skewed by |ooking at data that is conm ng out of
transpl ant centers and so on. Are there any plans
for picking up these people that you have screened
and follow ng them prospectively? | think we would
have a good opportunity here.

There was an article in JAMA about a
nmonth ago out of Baltinmobre saying that this
prognosis may not be quite as bad for sone people

as has been indicated.

LTC RI DDLE: There was a registry
developed -- | think Margo Krauss was involved at
Walter Reed -- of  hepatitis C virus-positive

patients in the Arny.
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Certainly f unds are avai |l abl e for
i ndividuals who would like to submt protocols.
There are the Defense Health Research Program and
ot her venues to do that.

| mean, | whol eheartedly support that.
We do need to have nore data on the natural history
of hepatitis C in these popul ations, especially in
a mlitary popul ation, young, active, healthy who
have a healthy lifestyle, follow them through tine,
in addition to the mlitary, and see what happens.

PRESI DI NG OFFI CER LaFORCE: One | ast
poi nt, Steve.

DR. OSTROFF: One quick question. I n
terms of the data, were you able to take a |ook at
the individuals who nay have been born overseas
that were entering the mlitary because obviously
from some parts of the world, the preval ence of
hepatitis C is nmuch higher and with an increasing
nunber of people comng into the services that are
born overseas, it could potentially be an --

CAPT HYANMS: W really weren't able to
| ook at that Dbecause, even if you were born
overseas, you mght be inducted in the mlitary
fromsonme |ocation within the United States.

So you can |l ook at induction | ocations,
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but it doesn't necessarily tell you where a person
is born. So no, we were not able to | ook at that.

LTC RI DDLE: But we saw no association
with race and ethnicity.

CAPT HYANS: Yes. On our nulti-variate

nodel s, we didn't see any association wth

race/ethnicity at all. So that's some indication.
PRESI DI NG OFFI CER LaFORCE: Again, |I'm

sure |I'm speaking for the Board. Congr at ul ati ons.

This is a very nice piece of work, a very nice
pi ece of work.

Let's finish this norning's session. I
want to make sure that we finish so that we've got
an hour off for lunch. John G abenstein will bring
us up to date in terms of the Anthrax Vaccine
| muni zati on Program John, we haven't seen you
for several nonths.

LTC GRABENSTEIN: Sir, you m ssed ne one
meeting.

PRESI DI NG OFFI CER LaFORCE: Yes.

LTC GRABENSTEI N: | was in the audience

wi t hout presenting.

PRESI DI NG OFFI CER LaFORCE: ['"'m sure
you'll note that you were m ssed.
LTC GRABENSTEI N: Well, thank you very
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much.

AVl P_UPDATE

LTC GRABENSTEI N: "' m John Grabenstein.

I"'m the Deputy Director for Clinical Operations at

the Anthrax Vaccine |nmunization Program Agency in
the Office of the Arnmy Surgeon General.

l"d like to thank Commander Ludwi g for
using the tinme bonb as the synbol for the -- let's
make sure that the witten record records various
synbol ogy.

As | was |looking at her graphic, the
only thing I could think of was: How | ong is that
fuse? How |ong does it take that fuse to burn?
|"'mthe eternal optimst, and | can make | enons out
of | enponade.

If that fuse is burning, if the bonmb is
the threat, rather than the supply, then it's the
vacci ne that cuts the fuse. The danger, though, as

"Il explain to you, is running out of vaccine.

So if I can go to the next slide? The
threat is still real. The disease is as lethal as
ever. The vaccine is still very good. W now have

a collection of 13 safety studies involving over
366, 000 vaccine recipients.

My charge is to tal k about the slowdown,
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but | brought sonme safety data, some epidem ol ogic
data, I'd like to share with you quickly when | get
towards the end of that.

W now have six independent reviews
asserting the safety and efficacy of the vaccine.
And on Cctober 3rd, the Institute of Medicine wll
convene an expert panel that is expected to neet

for about two years to cover A to Z 0 to 60, soup

to nuts, on the vaccine. The problem of course
is that our vaccine is thinning. Qur supply is
t hi nni ng.

This is the graph of the nunbers of
peopl e vaccinated by dose in each of the five
servi ces. W're passing 1.8 mllion doses
adm ni stered since March of 1998 to 463, 000 peopl e.

This is the current force. Last week
for the first time, this nunber actually fell
slightly as people are rotating out of the service
into inactive status because of our slowdown in
adm ni stration of doses. So we're going to add
another row for the archive to show the total doses
delivered, as opposed to the doses in the current
force.

Next , pl ease. The 17th of July,

Secretary of Defense concurred that we needed to
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begin an orderly, tenporary slowdown of the Anthrax
Vacci ne | muni zati on Program until addi ti onal
FDA-rel eased supply of vaccine beconmes avail abl e.
So we are inplenmenting that.

The tail, t he numnber of doses
adm nistered to folks in the continental United
States, was far nmore than the nunber of doses
adm ni stered in the high-threat areas.

So we st opped adm ni stering doses
essentially in the U S. and restricted the vaccine
to people in Southwest Asia, in Korea for nore than
30 days, returning to the 30-day policy, rather

t han our one-day policy.

e are vacci nating t he Mar i ne
expeditionary units likely to be commtted ashore
for long periods of tine. We are not vaccinating

the sailors who remain on ship in the Persian Gulf,
nor the people flying out of Turkey.

Those people outside the high-threat
areas are deferring subsequent doses until we get
nore vaccine back in supply. And we are
consolidating supplies of vaccines to basically one
clinic on each post or base.

My anal ogy of not vaccine in U S. is not

exactly right. If there are major units depl oying
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overseas, we will vaccinate them ahead of tine, but
we're trying to conserve supply by not sending off
a vial here and a vial there and having the waste

acconpanyi ng that.

Next, pl ease. So the reason for the
slowdown is disruption in supply. It is not a
political cover, as sonme people will assert. And

we fully intend to resune the full program as soon
as supply is available. We are conserving supply
to focusing on those at highest risk.

As with any vaccine, there is no
i ncrease in si de effects from a del ayed
vacci nation, no reduction in protection eventually
achieved wth a deferred vaccination, although
obviously there is a lag wth those deferred
vacci nati ons. According to the ACIP and al
vacci ne experts, one does not start a vaccination
series over again. One sinply resunes where you
left off.

Next, please. So | thought I would read
you very quickly some of Lieutenant Col onel Phil
Pitman's data from USAMRIID regarding |ong del ays
in a vaccination series. The anal ogy we use for
the troops says that each dose of vaccine is like

climbing a step on a | adder. Each additional dose
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gai ns you additional antibodi es.

And SO t hese are statistics on
det ect abl e anti bodi es. e don't know the
concentration of antibodies in the blood that is
protective, that is immune-granting. So this is
det ect abl e anti bodi es.

But after the first dose, there s
already 60, or 84 percent of, recipients who have
detectabl e anti bodies; after 2 doses, 95 to 100.
That is not to say that we can stop after two doses
and we are satisfied. We are obliged to provide
the full series to achieve full protection from a
scientific and regul atory perspective.

Now, the Pitman USAMRIID data was in
anal yzing fol ks who had returned from the Gulf War
in 1992-93. It was 281 Fort Bragg soldiers who had
received one, 2, or 3 doses of vaccine 18 to 24
nonths earlier, during the Gulf War. They were
t hen gi ven one additional dose of vaccine.

And in the one-dose group who had
received one prior dose, it was 92 percent had a
detectable response, 100 percent in the 2 and
3-dose groups, and in the fold increase in antibody
concentrations was actually well above 100-fold

anti body rise after that single dose; so, thus,
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with the ACIP general guidance as our policy of
resum ng vacci nations where they l|left off as soon
as supply is restored.

Next, please. The problemis that we do
not yet have FDA authority to use vaccine

manufactured in the renovated production suite at

Bi oPort.

We await the approval by the FDA of the
bi ologic license application supplenment for that
new pl ant. It is a conplicated process. It is an
iterative process. And we won't use the vaccine

until the FDA says it's okay to use.

The best guess on when the FDA wll
grant that supplenment to the plant have been early
2001. It is nore likely that March of '01 will be
when BioPort turns the data in to the FDA. And it
will then take the FDA another nonth or two to
render its opinion. So April or My could easily
be the earliest approval date for the new facility.

We have a ticking clock. As of the | ast
inventory in md August, we had 122,000 doses
remai ni ng, about 88,000 in Lansing, about 33,000 on
various clinic shelves worl dw de.

That according to our best guess is

sufficient to carry us through about md February.
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M d February cones before WMay. And so we are
| ooking for alternatives on what can be done. We
can tinker around the edges.

About the only thing that we can do that
will carry us with a vaccine supply out to My or
beyond is to stop vaccinating in Korea. About
two-thirds of the doses we're admnistering today
are in Korea. About one-third are in Southwest
Asia. The only way to reduce consunption to get us
t hrough until licensing would be to drop Korea from
t hat proposal .

Next , pl ease. Just for hi storic
perspective, these are sone vaccine shortages over
t he past. Many of you are famliar with various
items on this |ist.

The one 1'Il point out is the third
bul | et . The analogy that the nation has faced in
1984 is the one closest to what we face today, and
it was the national shortage of diphtheria tetanus
pertussis vaccine, where the CDC, the FDA, the
American Acadeny of Pediatrics got together and
said, "We don't have enough vaccine to go around.
What are we going to do?"

And so they said, "Wll, give the

vaccine to the people at highest risk, infants
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under a year." So they said, "G ve doses one, two,
and three at two, four, and six nonths of age.
Defer doses 4 and 5 at 18 nonths and 4 to 6 years."
It was, fortunately, able to be resolved wthin
about four nonths, but it did affect by ny estimate
at least a mllion children in just those few
nont hs.
We have taken the MWR articles of that

era and retyped them and posted them on our Wb

site. | can provide copies to anybody who is
i nterested.

Next slide, please. "1l be happy to
take your questions on the slowdown, but | want to
show you sone safety data that | think you'll find

rat her interesting.

This is ecologic data. This is

hospitalizations in Korea from 1993 to the present.
And since 1998, everybody has been vaccinated
agai nst ant hr ax.

So while there's a little bit of a
normal variation, we think there's not anything
drastically different in hospitalizations in Korea,
where everybody 1is vaccinated now conpared to
hi storical |evels.

The blue line is death due to illness,
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any location in the world, any cause, any nedical
cause. And there certainly is no epidem c of death
since we have started the vaccination program

Next, please. The next two slides are

hi storical data on various diagnoses associated on

the internet wth the vaccine. If you're in San
Diego, the runmor is that the vaccine causes
| eukema. If you're on the East Coast, the vaccine
causes Guillain-Barré syndrone. Korea, it's toxic

epidermal metharlysis or erythema nmultifornme. East
Coast again is aortic aneurysns. And you say that
there is no frank change in these overall rates.

Next , pl ease. Thi s i's thyroid
adm ssions, connective tissue disease to get at
| upus, nultiple sclerosis, aortic aneurysm

Next, please. These are ecol ogic.
Those were ecologic data obviously associated with
tenporal trends. The nore precise way, the nore
pr oper way i's to conpare vacci nees and
non-vacci nees nore explicitly.

These are data from CHPPM Simlarly,
should acknow edge Naval Health Research Center,
San Di ego has been devel oping a conparable ability
to do analyses. The reason that all of these

colors are on here is because | take these data and
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show them to the general troop population and teach
t hem epi dem ol ogy in three m nutes.

This is rate ratios of hospitalization
vacci nees di vi ded by non-vacci nees, 350, 000
person-years of vacci nee tinme, 2.4 mllion
person-years of non-recipient tine.

These are t he maj or di agnostic
categories in the 1CD-9 system rates per 100,000
per year in the vaccinated group, in the
unvacci nated group. And the green nunbers are
unadj usted rate ratios, only one being above one.

W then did a standard regression and
put up with adjusted rate ratios and associated
confidence intervals, none of which is entirely
above one. There are sone, of course, that are
entirely bel ow one, suggesting selection bias.

These are t he maj or di agnostic
cat egori es. You can go to the next slide, please.

These are sone of those sane diagnoses that are
subj ect to runors: | eukenm a, t hyroi d, VS,
Guill ai n-Barré, ear, ast hma, ul cers, j oi nt
di sorders, |lupus, diabetes, blood cytoric, and that
gentleman who thinks diabetes is caused by
vacci nes.

The folks in the orange colum, of
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course, are the ones who get interviewed by the

media and testify to Congress. The black colum is

not . There was a -- well, | won't go into that
story. I'Il wait for your questions.

Al | of t hese event s happened in
non-vacci nees. And nost everybody here knows

epi dem ol ogy and you know the inplications of the

dat a.

Next, pl ease. This is to remind nme to
tell you that the |Institute of Medicine starts
Oct ober 3rd.

The shortfall iIs quite serious, we
bel i eve. The safety data, however, is very
reassuring. And we have lots nore projects
underway. So, with that, 1'lIl take your questions.

DI SCUSSI ON
CAPT GRAY: This is Geg G ay. | just

have a question. The epidem ol ogi c page here, when
you did your adjusted odds ratios and your
mul ti-variate nodel i ng, did you i ncl ude a
co-variate for pre-vaccine hospitalizations?

LTC GRABENSTEI N: Prior hospitalization
was one of the co-variates.

CAPT GRAY: Okay. Okay. Thanks very

much.

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

208
PARTI Cl PANT: Do we have a reserve

supply of vaccine for contingencies or are we going
to continue to draw down on the renaining vaccine
suppl y?

My second question relates to your third
slide, where you talk about who is being vaccinated
Nnow. And one of your bullets is, "but not forces
afl oat or aloft.” Is that the kind of thing we
shoul d be advertising in an uncl assified forunf

LTC GRABENSTEI N: "1 t ake t hat
guestion first. It's actually explicit in the
Deputy Secretary of Defense's policy nmeno and in
the services' inplenmentation orders that are on our
Web site. And so it is a public declaration by
pol i cy- makers senior to ne.

The other question was: s there a
reserve of vaccine or do the nunbers | show refl ect
the reserve of vaccine? And the answer is the
122, 000 on t he 16t h of August was every
FDA-rel eased dose in the United States.

And so the policy decision was driven by

the need. The threat is now, and we need to
protect the forces in the high-risk areas. And so
the only doses that we have -- the Secretary of

Def ense-1 evel authority to reserve past the run-out
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data is 1,000 doses for Special Operations Unit,

8,000 doses for the Dose Reduction Route Change
Study, and another 1,000 or 2 for odd purposes that
I"'m sinmply forgetting.

So the national reserve, if you wll,
the planning, for planning purposes is the newly
produced Ilots that have not been FDA-released,
which would be available theoretically under an
| ND.

DR.  OSTROFF: | renmenber hearing in
testinmony a few nonths back that there was a desire
to potentially look for a second manufacturer. Do
you have any updated information about attenpts to
do so?

LTC GRABENSTEI N: The desire persists.
If it's three years to get an adenovirus vaccine
it's at | east three years - - wel |, t he
congressional testinmony nunbers would be -- |
forget -- five to six years or sonething on that
order to get a second manufacturer out.

There are a whole variety of strategies
bei ng approached and attenpted to try to get around
various bottlenecks in ternms of the packaging and
filling line in Lansing and a variety of things

like that, none of which is going to deliver
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vaccine in a matter of nonths, rather than in a
matter of years.

DR. MUSIC. \Where are we in terms of IM
versus sub-Q?

LTC GRABENSTEI N: The CDC is well along

in -- well, nore specifically, they have received
or they about ready to let contracts -- they need
to do so by the end of Septenmber -- to the study
sites that will be the clinical sites for the Dose

Reducti on Route Change Study.

This study is to see if renoving the
2-week dose and eventually the 12-nonth dose is as
i nmunogeni c. And several arnms will assess
i mmunogenicity intranuscul arly conpar ed to
subcut aneousl y.

We expect to enroll first volunteers in
February or so. So things are noving al ong nicely.

CDR MUJRPHY: How many doses w |l Dbe
consumed by then?

LTC GRABENSTEIN: The first two years is
7,600 doses, sonething along that |ine. Act ual |y,
we're in negotiation to see if we can use an |IND
ot for that, which would free up those doses for
the present. But even that isn't many days worth.

PARTI Cl PANT: There have also been
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guestions in the |ast week about the adequacy of
the Fort Bragg study to address the delay between
st oppi ng and restarting vacci nations.

We're | ooking at trying to | ook at those
sane sera again using a now validated assay to see
if the FDA wll accept that as enough data to
support the ACIP's recommendati on on that.

But you mght want to think about
anot her reserve because there could be another
requi rement for another study com ng down the pike
to address that issue as well.

LTC GRABENSTEIN: | appreciate advice on
how many doses you m ght anti ci pate.

PARTI CI PANT: Still undeterm ned.

PRESI DI NG OFFI CER LaFORCE: Yes?

COL GARDNER: This is sort of an
interesting age observation. | think Col onel
Grabenstein obviously has young eyes that can see
six slides per sheet. Captain Gray has been around
a while. And so he handles two per sheet. And |
guess that neans Captain Hyanms is about ready to
retire because he's got --

(Laughter.)

COL GARDNER: The point [|I'm sort of

leading up to is there are some wonderful tables in
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here, but | wonder if we could give a little
gui dance to sonme of the speakers for tables Iike
t his. You know, two per pages would be a little

bit easier on sonme of us who have been around a
whi | e.

LTC GRABENSTEI N: "1l be happy to send
you a full set, sir

COL GARDNER: Thank you

PRESI DI NG OFFI CER LaFORCE: On that
note, Ben has got a couple of adm nistrative things
before we break for |unch.

COL DI NIEGA: This afternoon's speakers,
if you have PowerPoint, please see Specialist

Brewer and give him your thing so it can be | oaded

up.

Lunch IS avai |l abl e at the WRAIR
cafeteria down the hall, through the |ong hall way,
t hrough the doors, on the left. And we wll start
at 1:15.

(Wher eupon, a luncheon recess was taken

at 12:16 p.m)
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A-F-T-E-R-N-OON S-E-S-SI-ON

(1:20 p.m)
PRESI DI NG OFFI CER LaFORCE: Let's begin
this afternoon session, if we could, please. Thi s
afternoon's presentation, Dr. Gaydos?
DR. C. GAYDOS: Thank you.

UPDATE ON STDS IN THE M LI TARY:

FOCUS ON CHLAMYDI A | NFECTI ONS I N MALE ARMY RECRUI TS

DR. C. CAYDOCs: Thank you. My nane is
Dr. Charlotte Gaydos from Johns Hopkins University.
Thank you to the organizers of the neeting for
inviting nme to share some of the results of our
studies on chlanydia in mlitary recruits.

W first began our studies in the
mlitary in wonen in 1996. W were the recipient
of a wonen's health defense initiative grant from
the Department of Defense, and we studied female
mlitary recruits.

Today nost of the focus of ny talk wll
be on Chlanydia tracomatic infections in male
mlitary recruits, but before | begin, | would |ike
to tell you a little bit about an update on our
data fromthe 1996 to the year 2000 study of wonen.

| briefed the AFEB a couple of years

ago. And, as a result of our studies, your
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commttee recommended to the mlitary that females
be screened. In the packets that are being handed
out, you have a group of selected references that
we put together.

The recommendation that this group nade
to the mlitary is listed as Number 4, and that's
in your handout. | also call your attention to our
Ref erence Number 2, which is a cost-effectiveness
study showing that screening for <chlamydia in

femal es is cost-effective.

Every year we have about three mllion
new cases in the United States. Two mllion of
these remain untreated. As | said before, we

screened female mlitary recruits and found the
preval ence of 9.5 percent. | don't need to tel
nost of the people in this room that untreated
infections can lead to costly sequelae and
prol onged transm ssion between sexual partners.

Since the advent of screening urine by
DNA anplification assays, it has been very easy to
screen large asynptomatic groups of chlanydia for
i nfection.

First, I'd like to just, as | said, give
you a brief update on our studies in females before

we turn our attention to nen. We have now screened
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about 23,000 female recruits, all of these at Fort
Jackson comng into basic training from all over
the United States.

You can see that we had a rather high
preval ence in the South. Overall preval ence was
about 9.4 percent. But you can see that the
hi ghest prevalence is in the South and the | owest
preval ence is up here in the West.

We noticed that for the four years of
the study, the preval ence increased from@8.5 to 9.9
percent. And we decided to |ook at the reasons for
t hi s change.

Briefly, we found a very high rate in
t hose wonen | ess than 25 years old, a preval ence of
about 10 percent. Multi-variate analysis of risk
factors showed that, in addition to risk behavior,
that the prevalence was increasing independent of
whet her or not we screened wonen from different
regions and whether or not we screened young
peopl e.

We weren't screening nore young people
over the <course of the study, and we weren't
screening nore people from the South. Al t hough
these were both independent predictors, also the

year of the study was an independent predictor
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usi ng your wonen's reference.

So we concluded by still thinking that
wormren are at high risk for infection, that we did
see sonme reductions in risk behavior over the tine,
al t hough not great, young age at the end of the
study but still remained a significant risk factor
and predictor.

| f we | ooked at reasons why the
preval ence was increasing, we thought that probably
nost of the increase in prevalence was due to the
fact that we were having increases in the nunmber of
young wonmen under the age of 25 that were screened
in successive years.

We also discovered that the geographic
region for the home of record that a recruit canme
from was an independent predictor. Even though
bl ack race was predictive of infection, we realize
that using race as a tool would not be feasible.
So our recomendations at the end of our female
st udy was t hat a cost-effective, sensitive
screening control program would be to base
screeni ng based on young recruits.

We al so have publ i shed t he
cost-effectiveness study that is Number 4 in your

handout . One of the things that we thought about
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after doing this study was a good nmany of the basic
recruits that conme into the mlitary lead to return
to civilian life. And this has been the focus for
anot her and now cost-effective analysis which is
going to be published in the October issue of the
American Journal of Preventive Medicine.

And you can see here that even though
half of the recruits would return to civilian
health care; that is, people who were screened in
the service in basic training and then went back to
Nati onal Guard or to the reserves still if we
screened wonen and only |ooked at a one-year
analytic horizon, it was still cost-effective to
Screen wonen. Even though the civilian health care
sector was reaping much of the benefits in cost
savings from the mlitary doing the screening, it
was still cost-effective for the mlitary to
screen, even |ooking at a one-year analytic horizon
that could save npbney by screening wonen under the
age of 25.

I'"'m going to turn now to the nmale
screening since that's the topic of interest today.

Qur objective in this first preval ence study was
to look at the significance of race, geographic

origin, and age and sonme of the behavioral risk
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factors, much as what we had done with the females.

We did three different periods of study
for the preval ence study. Overall, we screened
about 4,500 males within the first week of entering
basic training. These were non-health care-seeking
popul ation. Overall prevalence for these 4,500 nen
was 4.9 percent. These canme from diverse ethnic
backgrounds and represented 50 states and
territories.

Vhat we did was offer an educational
session on STDs and then tested their wurine by
|igase ~chain reaction for chlamydia and for
gonorr hea. I won't say anything nore about
gonorrhea today except to say that our preval ence
was only about four percent.

We | ooked at sexual risk behavior wth

guestionnaires and also gave them -- next slide,
pl ease -- a pre and a post questionnaire before and
af ter t he i ntervention of t he educati ona

i ntervention.

Ei ghty-seven percent were under 25.
Sixty percent were white. Ei ghty-three percent
were sexually experienced. And you can see that
they practice high sexual risk behavior in that

t hey had nore than one partner or a new partner the
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| ast 90 days and only about 30 percent used condons
consistently.

This is a map o the regions, the CDC
reporting regions. Again, it |ooks |like the wonen,
t he highest prevalence was in the South, with the
| ow preval ence in the Northwest.

I ndi vi dual risk factors in a
multi-variate analysis included being African
American, comng fromthe South or the M dwest, and
the risk factors of having nore than one partner or
a new partner.

W did observe sonme differences in
preval ence by the regional hone of record. They
were significant in nmulti-variate analysis when we
controlled for age and sexual risk behavior.
However, when we controlled for race, t hese
regi onal di fferences wer e no | onger of
significance.

So our conclusion was that we found a
hi gh preval ence of chlanydi a. Regi onal differences
may exist, but they may also be due to race. And
they certainly are different to age and behavi oral
characteristics.

I want to focus now on the second study

that we did, and that was an assessnent of the
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behavioral risk intervention. W wanted to assess
the feasibility and effectiveness of coupling this
screening with an educational intervention in new
recruits.

The period of this study that we
anal yzed the questionnaires from was from August to
January, non-health care-seeking. In the study, we
anal yzed data from 3,000 nen. Two thousand had
conplete data, paired data, questionnaires that we

coul d anal yze.

Again, sanme nethods as before. e
offered the questionnaires. The pre and post
educational intervention questionnaires |ooked at
sexual behavi or, susceptibility, severity, and
barriers to using condomns. Agai n, in this

popul ation, very simlar population characteristics
as before. The preval ence was 4. 6.

Next . VWen we | ooked at the behavi oral
guestionnaire, we found that 88 percent had
experienced vagi nal sex. Many had participated in
oral and anal sex. Ei ght percent already had a
hi story of an STD. Last intercourse, only 47
percent used the condom

Vhen | ooki ng at t he pre and

post-intervention data, pre-intervention only 17
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percent thought they were at risk for an STD.

Afterwards, 34 percent thought they were at risk.
We have lots and lots of data that | have handed
out to you on the handouts, but I'm just going to
hi ghli ght sone of the npre notable successes here.

Using a pair of t-tests, |ooking at
recruits’ answer s before and after t he
intervention, we changed the nmean score for this
guesti on. It was: How likely is it that in the
next six nonths, you will use a condom every tinme
you have sex? And the nean score changed from 3.7
to 3.9, which doesn't sound like a lot but in a
paired t-test, it was significant.

This question, "How sure are you that
you know how to properly use a condon®?";
pre-intervention, 4.6; post-intervention, 4.8,
significant. How sure are you that you would
properly use a condom every tinme you have sex?
Pre, 4.2; post, 4.4. So they were |earning.

So we |ooked at the feasibility of
i nking educati on with screeni ng, and our
feasibility indicators were the volunteer rate. It
was highly acceptable. The treatnment of the people
that were infected with chlanydia was 100 percent.

When we queried the questionnaires, five
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per cent t hought the educati onal session  was
valuable and that they experienced a |earning
experience on three percent. The nost inportant
aspects of the talk were "all of the above,"” and
that was how and when to use condons and STD
know edge.

So, in summary, screening revealed a
hi gh chlanydia prevalence in males. Young male
recruits found that the educational session was
val uabl e. After the intervention, the perceived
susceptibility to STDs increased. Knowl edge of
STDs and condom use i nproved. And attenpt to use
and confi dence in condom use i nproved
significantly. Then also we felt |I|ike several
perceived barriers to condom use were decreased
significantly.

So we woul d recomend not j ust
introducing a screening program but to linking it
to an educational intervention, also using these
educational sessions to increase know edge for
susceptibility and how to use condons. We t hink
that the educational intervention should be adopted
as part of a prevention and control program for
mlitary recruits.

Then we need followup screening wth
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nore long-term followup using urine tests, but we
were not able to do that in this study. Thi s
second study on behavior was funded by the HPPI
initiative, which is the Health Pronmotion and
Prevention Initiative, by the Aberdeen group, the
Center for Health Promotion and Preventive Medicine
at Aberdeen Proving G ound.

Towards the end of the study, we decided
to | ook at sone ways that we could reduce the cost
of screening for the mlitary so that we could nmake
an inexpensive recomendation for how to screen
men. And so we |ooked at the |eukocyte esterase
test.

Previously, the LAT, which neasures
white cells in urine, has been shown to be useful
as a screening tool for detecting your general
i nfections, chlanydia, GC, whatever, in synptomatic
men and has shown to be cost-effective; I n
addi tion, pooling of female urine. But no one had
ever |ooked at male urine to see whether or not
urine could be pooled before the DNA anplification
st ep. Femal e urine pooling has been shown to be
sensitive, specific, and cost-effective. So we
decided to | ook at this for males.

So we wanted to evaluate the feasibility
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and accuracy of using the LE test as a cost-saving
pre-screening indicator that could predict which
men m ght need to be tested for using the LCR test.
And then we, additionally, on the subset decided
to evaluate the accuracy of another cost-saving
strategy. And that was pooling.
So the period of this study was from
April to June of this year. We screened 1,438
recruits. Overall chlanydia preval ence during this
time was 3.3. Gonorrhea preval ence was . 3. The
popul ation was very simlar to what we have been

studying all al ong.

Next slide, please. So, again, it is
still part of the same program offering the
educational initiative, but in addition to doing

the LCR urine test, we did the |eukocyte esterase
test on 1,438 nmen. And then on a subset, we did
pooling on 944.

We cal culate sensitivity and specificity
and predictive values for LE and also for LCR I
don't know if people understand or have seem any of
the publications about the pooling algorithm but
what you do is you process the urine. And then you
put four, and you can even pool up to ten urines in

one unit dose of the DNA anplification test.
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The nost expensive part of doing these
DNA anplification tests is the unit dose that you
do the test in. So if you put four urines that
have been processed in the test and it conmes up
negative, you' ve killed four urines with one test.

And all of these people are considered to be
negati ve.

If, however, you get a positive pool,
then you go back and test the individual specinmens
in that pool to find out which one is positive
This techni que has been used -- next slide, please
-- in screening serum for HV in blood banks, et
cetera.

So, looking at the 1,400 people, we
found that wusing LE, we only could obtain a
sensitivity for chlanydia for a 45 percent. The LE
caught 36 positives that were not positive for
chl anydia by LCR It, however, mssed 26. So we
had a very | ow sensitivity.

In looking for GC, we found we had a
very |l ow nunber of positives during this time, but
we only were able to achieve a sensitivity of 60
percent.

If we conbined the data and |ooked at

what was the sensitivity of the LE for finding any
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positive, whether it was chlanydia or gonorrhea, we
still only achieved a sensitivity of about 45
percent .

Next we |ooked at the pooled on 944
speci mens. Pooling m ssed three, but, in addition
LE pools turned up four positive pools, which when
we repeated these in a diluted state, 1:4 in urine
buffer, we were able to confirm all four of these
as true positives. So we mssed three and picked
up four extra ones that the single test would not
have picked up

Sonmetimes you have inhibitors to the DNA
anplification process in urines. And one way to
get rid of inhibitors is to dilute them So the
little trade-off here, you dilute sone below the
sensitivity of the assay, but you also dilute out
sone inhibitors so that you can pick up additional
positives. So sensitivity final results,
sensitivity 91 percent here.

So we concluded that in the non-health
care-seeking nmale recruits, we found a high
preval ence of chlanydi a. We could not recomend
t hat LAT be used as a pre-screening tool because it
m sses nmore than half of the positives, but use of

the pooling algorithm 1is both sensitive and
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specific for male urine. And we think that it
coul d be recommended as an accurate and
cost-effective screening met hod in mlitary
recruits.

Next slide, please. Just to give you an
idea of a hypothetical cost savings, if we were to
test those 944 individuals, we would use a 944-unit
dose. And if we assuned we could buy those unit
doses for $10 apiece, we would spend $9, 000 testing
t hese nen.

If, however, we put 4 into 2, we only
woul d have to do 236 pools. Then we woul d retest
the ones that were positive and come up with 124
retests by testing the positive pools, and we only
used 360 doses for a cost of 3,000, saving about
$5, 000.

"1l be happy to take any questions.

That concl udes ny presentation.

DI SCUSSI ON
PRESI DI NG OFFI CER LaFORCE: | have one
guesti on. | always have a great deal of difficulty
with the likely scales in terns of differences

between 3.7 and 3.9 in ternms of what on Earth does
this nean in ternms of public health significance.
DR. C. GAYDOCS: Well, these are neans,
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r emenber.

PRESI DI NG OFFI CER LaFORCE: Onh, yes.

DR. C. GAYDOCS: And they're paired
t-tests. W consulted wth a good many

statisticians about the correct test to use for
this difference, and we did cone up with that these
were significant results, that they were |earning.

PRESI DI NG OFFI CER LaFORCE: You m ssed

DR. C. GAYDCS: Are you talking about

PRESI DI NG OFFI CER LaFORCE: Yes.

DR. C. GAYDOS: -- our public circle --

PRESI DI NG OFFI CER LaFORCE: How are
peopl e i npacted? Right.

DR. C. GAYDOS: That's a limtation of
t he study. | nean, if you can't interview them
individually, it was our best attenpt to on a
ten-mnute questionnaire assess what they were
| ear ni ng. And if there was sonething that they
| earned that caused them to nove their scale, then
we felt like they were | earning.

But certainly nore studies need to be
done on long-term followup to see what their

reinfection rate is after they are treated when
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they are found to be positive.

PRESI DI NG OFFI CER LaFORCE: Yes?

DR. ATKINS: Dave Atkins.

What was the nature of the educational
intervention? How long did it take? Was it one on
one? Was it --

DR. C. GAYDCS: No. It was in a group
of about 200 nen. And it was given by a forner
Army sergeant who had worked in the troop nedical
clinic taking care of STD patients.

It was nobstly an oral presentation, but
we did use sonme hands-on tools. So | don't know if
any of you have seen these |arge condons. They
call them candons. They're the soft drink hol ders.

It |ooks Iike a condom And you can unroll it.

So we gave every one of the soldiers one
of these to practice putting the condons on their
hands. And as they were talked through by the
heal th educator about proper use of how to use it.

And then it was a question and answer period

after. It |asted about 45 m nutes.
DR. OSTROFF: l'"m just curious as to --
Steve GOstroff from CDC -- if you have any

i nformation about how this group conpares in sone

of their risk behaviors to a simlar population
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that's not mlitary recruits.

DR. C. GAYDOCS: There have Dbeen
relatively few studies that have been done in
screening mal es for chl anydi a, at | east
asynptonmati c mal es. Most of the screening that has
been done that's been published is in synptomatic
popul ati ons. There have been a few straight
outreach studies and a few screenings in prisons
but there have not been very many |arge-scale
st udi es.

CDC is currently funding four centers in
the United States to do a cost-effectiveness
anal ysi s of screening asynmpt omati c mal es in
preventing sequelae in wonen at the present tine
that we're involved in, but we're finding simlar
rates in at |east our population in Baltinore,
where we're screening in the schools and a
detention center and some outreach vans and also in
a teamclinic in a shopping mall

Probably the | argest study that has been
done has been by Jean Narazzo at the University of
Washi ngt on. She had a prevalence rate of about
five percent. So |I think it will conpare favorably
when we get nore data.

PRESI DI NG OFFI CER LaFORCE: Yes, David?
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DR. ATKINS: Do we have any data on what

happens with young men when they're told they're
i nf ect ed, what portion of them inform their
partners, what portion of their partners get
treated?

DR. C. GAYDOS: No, we don't Dbecause
unfortunately, nost of these nen -- | nean, they're
told when they go to get their treatnent that they
should notify their partners, but nmost of them have
left their partners in their home state before
comng into the mlitary.

They're tested, as the femles were,
within the first three days of joining the
mlitary. So we don't have any good data on
reinfection rates either, but we think this is a
prime opportunity to treat them when they conme into
the service because after they finish basic
training, then they go on to either their duty
assignnments or individual advanced training. And
we do know there that they are very highly sexually
active.

One of the advantages of screening them
when they come in as well as screening the wonen
when they come in is just to start out wth a

cl ean, treated popul ation.
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We know that about 30 percent of wonen
who have untreated chlanydial infections will go on
to develop synptomatic or asynptomatic PID within
one year. So it makes sense to start early and
treat them fromthe begi nning.

PRESI DI NG OFFI CER LaFORCE: Li nda?

DR.  ALEXANDER: I have problenms wth
this because, as we have tal ked about w th other
topics today, it appears that, even though this
Board has made recommendations about this topic in
the past, those recomendations have actually not
been followed through. And | know there are a
nunmber of econom c reasons.

But it's frustrating as a new Board
menber to sit here and feel pre-inpotent about a
topic that's a no-brainer. This is one that
shouldn't take a | ot of discussion and hamreri ng.
It's one where it can make a profound difference in
people's lives.

So what is it that we can do to get out
of this sort of repetitive stage of saying, "Yes.
Let's do it" and winging our hands about it to
actual ly doi ng sonet hing?

| mean, is there a way to say it wth

greater inpact? Is there a way to be nore
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effective as a Board? | don't like sitting here
feeling like here's a situation that can be
rectified, but we are helpless to do anything about
it.

DR.  ATKI NS: Well, can we get sone
clarification on the practice of screening wonmen?
Because |'m not sure. That is a routine practice
in all of the services now or it is not?

DR. C. GAYDOS: No, no.

DR. ATKI NS: No.

DR. C. GAYDOS: It is not. The Navy has
been screening at G eat Lakes using GenProbe for a
nunber of years, but I'm not sure if they were
t hi nki ng about swi tching over or whether they have
switched over to an anplified test or not.

But some of your older tests when you
switch from an wunanplified test to an anplified
test, you will actually increase your preval ence by
al nost half by switching to a nore sensitive test.

They did screening on pelvic exans at Geat Lakes
for a nunber of years.

The Air Force is just now getting ready,
| believe, to institute screening. The Air Force
Acadeny has been screening. W're getting ready to

do a preval ence study with the Coast Guard, but the
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Ar y has not i npl ement ed screeni ng, to ny
know edge, since the recomendation was made by
this Board nore than a year ago.

LTC NEVILLE: | should enphasize the Air
Force recruits in the six weeks of basic training,
that screening at that point doesn't exist right
now. We're trying to do that.

But in the MIFs, when they go for six
weeks of training, it's maybe a couple of nonths of
technical school training and then their first
assi gnnment . In those early nmonths, -- and |I'm not
sure when that occurs -- they get their first
annual passes for the first three years, it may be
occurring at MIFs.

And nost MIFs probably are, but | don't
have data to say that it is or it isn't. In the
medi cal setting in the clinics outside of the basic
training setting, then it probably is.

DR. C. GAYDOS: W know it was not
occurring at Fort Jackson when we were down there
because we did the study in Pap snear clinics. And
they were not screening. W screened while we were
there and did culture to conpare.

We found the prevalence in asynptomatic

wormen -- there were 402 wonen screened. Only two
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reported any kind of gynecol ogical synptons. Many

of them were pregnant. We found a preval ence rate
of 7.2 percent. So it was not occurring then, and
| don't believe it's occurring now.

LTC NEVILLE: But MIF-specific is the
poi nt .

COL W THERS: Is that the training
popul ation that you're discussing or in permanent
party sol diers?

DR. C. GAYDOCS: The Pap snear study was
done in active duty wonen. The only requirenent
was that they were active duty, but they were
nostly young active duty wonmen just reporting for
their annual pelvic exam And it was done at Fort
Br agg.

COL W THERS: Qur consultants tell ne
that you don't have a policy for all the tens of
t housands of standards of practices there are in
medi ci ne. Okay?

We have maybe 50 policies or 100 that
cone out of MEDCOM that are enforced at any one
time and maybe tens of thousands of standards of
practice. So you can't expect there to be a policy
for everything. That's one thing --

DR. ALEXANDER: Well, that's the --
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COL W THERS: Let me finish, please.

Secondly, ny consultants tell nme, our consultants
tell me, that this is generally done.
DR.  ALEXANDER: But we don't see the

data, and we don't see --

COL W THERS: Well, who has it? | nean
DR. ALEXANDER: | just thought Col onel
Neville said we don't have any data on it. And,

thirdly, we are developing a policy to catch people
in training. We are. It's just that things take
time.

DR. ALEXANDER: | guess | find that sort

COL W THERS: From where you sit, you
say, "Why don't you idiots do it?" |  know what
you're thinking, believe ne.

From where | sit, | think, "My gosh.
|"ve got 100 things to do today. And this is one
of them and this is nmonths of work."

DR.  ALEXANDER: Well, what |'m actually
thinking is --

COL W THERS: By the way, it's not ny
agency.

DR. ALEXANDER:  No.
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COL W THERS: So don't blane ne. But

I"'mtelling you it's just not as easy as you think.

DR.  ALEXANDER: | am not thinking it's
easy. | am just thinking that there are creative
strategies to get this done that naybe have not
been on the radar screens of the health care
providers within DOD, that we have been effective
in the outside comunity by nmaking sure that
under-served wonen in prisons who are Medicaid
reci pients, wonen who are in managed care plans get
annual testing for chlanydia, the infrastructures
t here.

So | find it egregious that mlitary
wonmen are subjected to less than what is the
standard of care across the U S for other
popul ati ons of wonen.

So I'm not pointing fingers. [''m
sayi ng: What can we do about it? Because it would
seem that there could be some creative solutions
t hat could be enpl oyed.

LTC NEVILLE: | would say once again the
standard of care is the same in the Air Force and
|"msure the Arny as it is in Kaiser or whatever.

At the training base, when they first

walk in the door to the Air Force, they don't get
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screened there yet. And we're trying to do stuff.

Li ke was heard before, to get anything done in a
training population, that tine is so reginented
t hroughout the whole six weeks. To get them to
cone in and pee in a cup and the positives cone
back and get treated, contra, all of that stuff is
hard to do for a whole variety of reasons.

Once they get to their -- pardon ne?

COL GARDNER: The Navy has been doing it
and has been doing it for years. And they're every
bit as reginented as the Air Force or the Arny.

LTC NEVI LLE: It's different. And |'m
not a line commnder of a training battalion either
myself, but I"'mtrying to get into the door just to
do this like a pilot study to see if it's feasible.

And that's hard to do for a few weeks at a tine.

Once they leave that training, they go
to their bases. And each MIF has their own nmedica
staff and policies and all of this stuff. That's
where that standard of care gets applied. I can't
tell you that each MIF has 100 percent screening.
We could try to look into that. I'm not sure how
easy that would be. I mean, we could select bases
or sonething |ike that.

| know that the |ab, the reference | ab,
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at Brooks Air Force Base, which is where nost of
those chlanydia tests are sent, just converted
recently, the last year or so, to the |igase chain
test.

And the nunber of chlamydia tests that
t hey have done has skyrocketed, thousands a nonth.

And nost of those are from Air Force bases. I
can't imagine those are synptomatic cases that are
getting sent. |1'm guessing that a | ot of those are
screening tests, but | can't say definitively.

DR.  ALEXANDER: Well, one of the things
that | just want to put out on the table is that
next year we're proposing sonme legislation for
Congress to consider.

This year we did a conprehensive
syphilis elimnation package. Next year we're
proposing that we go for a chlanydia elimnation
plan for the U.S. That basically nmeans that we
would work with Congress to make funding avail able
to the states and for whatever institutions are out
there that, for whatever reason, can't seem to get
up to speed with chlanmydi a screening.

Maybe this is an opportunity for DOD to
say, "Look, we can't do it. We don't have the

resources. It's going to cost $6.2 mllion the
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first year. And that could be a line itemin that
appropriations package."

l"m trying to understand what the issue
is because if you want this to be resolved, there
are ways to resolve it. If this is something you
are not interested in doing, I'm frankly, not

interested in sitting here winging my hands about

it. 1'd like to be doing sonething.
LTC NEVILLE: well, | would say --
again, |I'm not an Air Force chlanydia person.

don't know anyt hi ng about policy, but my only point
is that all Ar Force wonmen nmy be screened
already. | just can't say that they are.

| know they're not screened at basic
training. And that would be the easiest
centralized place to do sone of those studies or
what ever, i nterventions and educati on, or
educati on.

Once they leave the training, they get
scattered to all the bases. Then it's harder to
track and harder to get a handle on it. It may
wel | be the case now everybody gets screened.

DR.  ALEXANDER: The guidelines say
sexual |y active wonen between 15 and 24 should be

screened annually. I  think all health care
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institutions have problens with that.

["m just trying to think of ways that
DOD can do a better job and we as the AFEB can help
the DOD do a better job in fulfilling this
requirenment.

LTC NEVILLE: In ny mnd, the first
guestion would be for us or Bradshaw or sonmeone
from Medicare to figure out if the Air Force
medical treatnent facilities are screening every
woman under age 25 who cones in for an annual Pap
smear. If they are already, then what the heck?
Wiy do it at basic training?

DR. BERG | share ©Dr. Alexander's
concern, and | would like to ask: Wuld it be
appropriate to ask each of the three services to
give us a report at the next neeting on their
screening prograns for chlanydia, the success of
the screening progranms, is the screening actually
getting done, and then a recomendation as to
whet her mal es shoul d be screened al so?

We're frustrated because the Board has
brought this 1issue up. And vyou're frustrated
because you don't have the answers.

CDR MURPHY: Sonmeone may know a little

bit nore on this than | do. Commander Murphy, Navy
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Envi ronmental Health Center.

"' m wondering about the Departnment of
Def ense prevention practice program which is a
direct provider to patient programs that does
different types of screenings within that, if the
chl anydia screening is part of that for the wonen
that are in the mlitary that are between the ages
of 18 and 24.

PRESI DI NG OFFI CER LaFORCE: Yes?

COL GARDNER: | just you have raised a
generic issue. And the generic issue is a matter
of data. In the civilian world, you tell the

physi ci ans what the standard of care is, and you
expect themto go out and do it.

But nobody counts how many they do.
It's the same thing in the mlitary in nost
respects. The data aren't there, even though we
t hi nk everybody is out there following the nornal
standard of care. And the data systens to actually
sel ect that kind of data actually would be easier
to do because we do have a fairly extensive
el ectronic data system for nost of this stuff.

But we don't have resources channeled in
to addressing those specific data questions. And I

think that's where the AFEB m ght be helpful, is to
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see if you can help get resources directed to
actually tracking the kind of data that need to be
done to address these kinds of questions.

That's where we have, frankly, the nost

difficulty. It's not that the data aren't out
t here. It's that we don't have the resources to
put the people out there to go out and pull in and

give you a report and tell you how nmuch is being
done.

DR, HAYWOOD: M. Chairman, | would
suggest that we put this on the list of things that
need to be considered at the executive session for
specific policy actions.

PRESI DI NG OFFI CER LaFORCE: So done.

DR. C. GAYDOCS: Even if screening is
done at the annual Pap snear, if npst wonen don't
get to their annual Pap examnation for 8 to 12
nmont hs after they've joined the mlitary, fully 30
percent of those wonmen who were infected when they
came  in wll have already developed ©pelvic
i nfl ammat ory di sease.

There's good data in the literature that
has shown delay in even just reporting positive
cases in STD clinics and famly-planning clinics

that the time wonmen cone back in three nonths

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

245

| ater, several of +them have already devel oped
pelvic inflammtory di sease.

So if you're going to mss 30 percent of
your PID by waiting a year, then we would recomend
that the best place to institute the screening
woul d be the day they walk in the door. This al so
cuts down on your transm ssion also to the nmen and
elimnates a | ot of the potential for reinfection.

It's t he reinfection in t hese
asynptomatic chlanydial infections that are doing
the damage to the Fallopian tubes and ending up in
infertility and pelvic inflammtory di sease.

PRESI DI NG OFFI CER LaFORCE: Joel ?

DR. J. GAYDOS: Joel Gaydos.

| just wanted to point out to the group
that in your handout of references, Nunber 3, which
is an abstract by Mary Ann Shafer and her group in
the California area, the Marines -- and | think the
Mari nes deserve sonme credit -- are screening all
their female recruits for chlanydia and gonorrhea
and doing Pap snmears on them So, in addition to
taking care of their recruits wth influenza
vacci nes, they do a nunber of other things.

I would also like to point out that the

cost-effectiveness analysis that you have in your
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packets was done using the actual costs of this
program at Fort Jackson, which actually went on
while they actively trained and processed recruits.

It was integrated right into the training process
for a period of years. What you see in that
cost-effectiveness analysis is the actual cost of
what it took to do that.

So we've got a |lot of experience in the
training centers.

DR. C. GAYDOCs: In that analysis of a
cohort of 10,000 Arny wonmen <comng into the
mlitary in that publication, there wuld be
expected to be 276 cases of pelvic inflammtory
di sease developed by the end of the first year, of
whi ch 222 of those could be prevented by adequately
screening and getting these wonen treated early.
And that's for just a cohort of 10,000 wonen.

You nmultiply that by how many wonmen are
comng into the mlitary. Fully | think between 18
and 20 percent of all new mlitary recruits are

women now.

CDR LUDW G Yes, sir. Dr. Ludw g
agai n.

I j ust want to of fer this as
i nformation. The STD Prevention Committee that |
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mentioned in nmy report recently -- | believe it was
in July -- had a neeting where the preventive
medicine officers from all of the armed forces

reported on their STD screening policies during
basi c training.

It m ght be usef ul to have a
representative fromthe STDPC cone and speak to the
Board to summarize that information from that
conmmttee, rather than have a service report.

COL DI NI EGA: They are already on a
prelim nary schedule for the next meeting. The STD
Prevention Comm ttee and al so t he PPI P
| rpl enentation Committee to give an update on PPIP
i mpl enrentation and also almpst a formal suicide
prevention conmttee at the DOD level are all on
tap for the next meeting.

PRESI DI NG OFFI CER LaFORCE: Thank vyou,
Dr. Gaydos.

DR. C. GAYDOS: Thank you.

PRESI DI NG OFFI CER LaFORCE: W wll
continue with this tonorrow.

Maj or Pavlin, BW Syndrom c Surveill ance.

Apparently there's a GEI'S workshop.
Actually, before we begin, could we send

t hese down? | want to take one m nute before too
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much tinme goes on. What is going down is ny
hand- drawn map. Now, please, please. Thi ngs w ||
start at ny place sonewhere around -- we wll

probably finish at 4:30-5:00 o'clock. And Pierce
and | and maybe Stan will go down early.

And we would say that as soon as you
wi sh, please conme by. It's at 1406 27th Street in
Geor get own. There are two Metros that are fairly

easy to get to, and what you have is a hand-drawn

outline of where those Metros are. One is Foggy
Bottom and the other is Dupont Circle. The
easi est --

COL DI NI EGA: Two di fferent colors, now.
The Foggy Bottomis the blue |ine.
PRESI DI NG OFFI CER LaFORCE: Yes.

COL DI NI EGA: And Dupont Circle is the

red line.

PRESI DI NG OFFI CER LaFORCE: Okay. The
easiest is the red Iline. They're both about the
sanme di stance. They are a 15-m nute wal k. But if

you get off at Dupont Circle, all you do is cone
out on Dupont Circle, look for P Street, and head
t owar ds Georgetown on P Street.

You'll go across a bridge about four or

five blocks. And it's the second left after you
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get off the bridge. It's on 28th Street. And it's

a very short block, and you'll get to 1406. It's a
smal |l townhouse. Just knock or the door wll be
open.

If you get off at Foggy Bottom then
just wal k up Pennsyl vani a Avenue. But because 27th
doesn't go through to M Street, you have to go up
to 28th Street. That's why 28th Street is drawn.

And the corner of 28th and M is where
the Ethiopian restaurant is, Zeb's. So those of
you who are famliar wth Georgetown, everybody
knows where Zeb's is. So just look for Zeb's and
then just walk up that street, which is 28th
Street. G up | think three-four short blocks and
take a right on O Street. Then that will get you
to the corner of 27th and O, and that's where the
t owmnhouse i s.

Any questions about that? |  put the
phone number just in case sonmebody gets waylaid
sonmewher e. And, as | say, we can sort of figure
out where people want to go when we get there or
people will break up within their groups.

| need to have an idea. | have probably
a couple of cases of beer and also sone w ne that

is chilling, et cetera. Right now | just want to
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make sure | have enough. So | just need sort of an
idea as to who m ght cone. | just want to take a
qui ck head count.

(Wher eupon, there was a show of hands.)

PRESI DI NG OFFI CER LaFORCE: That's not
going to be a problemat all. Please.

COL DI NI EGA: The people going, did you
get a map? Did all of the people going get a map?

PRESI DI NG OFFI CER LaFORCE: Yes, all of
t hose people who are going over. And if you're not
sure, just show up. You know, | believe in the
African axi om You' ve got food for ten. You have
food for 20.

DR. SOKAS: And the red line is close to
here. |It's the Forest G en station. So it's easy.

PRESI DI NG OFFI CER LaFORCE: Yes, the red
line is pretty easy.

DR. SOKAS: Right.

PRESI DI NG OFFI CER LaFORCE: Okay. Thank
you. ['"m sorry. | took some of your tine. You
have plenty of tinme. Don't worry.

BW SYNDROM C SURVEI LLANCE

REPORT OF A GEI' S WORKSHOP

MAJ PAVLI N: [''m Major Julie Pavlin. I

work here at WRAIR in the Division of Preventive
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Medicine and also with the DOD d obal Enmerging

| nfections System

How nmany people have heard ny ESSENCE
tal k before?

(Wher eupon, there was a show of hands.)

MAJ PAVLIN: Okay. Just a few  Ckay.
So | think Colonel Diniega nmentioned this at the
| ast AFEB neeting, that they would kind of like to
hear a little bit about that. And then I'Il finish
up with some information on a nmeeting we had in My
with a bunch of different people trying to pull
together sone ideas and a consensus on what we
should be doing in terms of the health indicator
surveil | ance.

| think due to tinme, I won't go through
every single slide in detail, but you do have a
handout that has them all

Go ahead. Next slide. This is a |ot of
work, actually, that was originally started |ast
year. So | give himcredit, Major Mke Lewis is a
resident, PM resident, here who did nost of the
begi nni ng work on this.

Next sli de. This is what | tell people
when |'m all out at all of these civilian neetings,

that we're in the military. So we have to have an
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acronym And this is our acronym

Col onel Kelly made this up. | think it
really says what we're trying to do. We're trying
to find the health of a community or the disease of
a comrunity using some novel forns. And this is
one way of using just syndrom c disease informtion
versus very specific types of disease information
to get sone of these things, to get nmore quickly to
know that there is something going on in your
community, to localize it, and to be able to get
the word out to the people who need to know.

Next slide. So what we have in the
mlitary is sonething that they don't have in a | ot
of places in civilian, although they do in sone
HMOs . This is what we call a standard anbul atory
data record.

The mlitary started this sone years
back and actually consolidated all of them from all
three services into one |ocation approximtely two
years ago, two or three years ago, now.

What happens when anybody comes in in
the mlitary for any outpatient visit, whether it's
the podiatrist or it's infectious disease or it's
the orthopedic surgeon, any outpatient visit, they

have one of these records filled out. And all of
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this stuff you can't read, and it's not inportant.

This list right here every clinic picks
-- and this is part of the problem -- their own 40,
their top 40, of what they see. They can handwite
ones in as well, but | inmagine that doesn't happen
very often.

And so if you look at an enmergency room
or you look at a primary care and acute care
clinic, they're going to have things |ike diarrhea
on there or acute respiratory infection, very
general, nonspecific synptons. And these are all
linked to 1CD 9. The nunmbers along here are 1CD9
codes.

So all of these, every single person who
cones in and has all of their identifying data,
their age, their rank, their address, everything on
there gets one of these things filled out when they
first come in.

Next slide. And what happens to it is
it gets scanned. And, actually, they're going to a
nore autonmated system  About 50 percent now of the
Nati onal Capital Region have this automated system
where it's entered directly into a conputer. The
rest of the people they scan them sonetinmes four

times a day. At a mnimm they're supposed to
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scan them at |east once a day. So the military
treatment facility gets these, scans these in. And
it goes to a central database, which is in Denver.

Now, we have been able to get this data.

Usually they take it. They conpile it. The bean
counters wuse it to determne how many Kkinds of
physi ci ans or equi pnent or nurses they need in that
certain clinic.

So they take it, and it takes two or
three nonths to make it | ook pretty and nice. And
they send it out in nice reports, but we have been
able to get it on a daily basis. So Mnday through
Friday, as the data cones in to them they send it
on to us as it happens.

So we don't have that many people, and
we don't work weekends yet. well, we do, but we
don't. So we get it Monday through Friday. And we
actually don't have a good enough fire wall here at
VRAI R. So our person has to go up to Rockville at
the Retrovirology Division up there and get it
t hrough their conmputer system

Next slide. So this is the area we're
| ooking at right now just as a pilot project. This
is 104 clinics in a 50-mle radius of Wshington,

D.C. in 22 different geographic |ocations.

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

255

Next slide. The ones we have picked are

the ones that you wuld expect outbreaks to

originally present at. So it's the primary care
clinics. And you can see the percent and the
nunber .

Next slide. And we're using tri-service
again. We have all services' data. These are just
kind of reflective of what we see in the national

capi tal region.

Next slide. And this is what we're
doi ng. If we |ooked at every individual 1CD-9
code, it would be very difficult to get to

determine if any kind of syndrome is occurring.
So, i nst ead, we've grouped them into eight
di fferent categories, very general categories, such
as respiratory, gastroi ntestinal, neur ol ogi c,
fever, that kind of thing, so that we can take a
| ook. But we do have the ability to break it back
out should we see a spike or an unusual occurrence.
We could break it back out and determ ne what
exactly is causing the changes.

Next sli de. So this is what you get.
This is a couple of years of data that when we
first got it, we plotted it out. This is for

respiratory data that came into our clinic. And
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you can pick out some of the Christmas holidays,
but that's about it. It doesn't | ook very good.

Next sli de. But if you break it out a
little bit to just a nmonth's worth of data, you
start to see a characteristic pattern. And you see

the troughs during the weekends and see the peaks

during the weekdays. And you see a three-day
weekend right here. It's a Saturday, Sunday,
Monday. So you didn't get that. You see a
secondary peak on Fridays. So you start to get
some trends w tnessed here. And those are all of

the different categories there.

Next slide. So what we're able to do is
to start to track this and see: VWhat does it | ook
like? So this is a conbination of upper and | ower
respiratory data over the flu season this year
conpared to the flu season | ast year.

And everybody renenbers all the hype
this year about how bad the flu season was. And
in retrospect, it turned out that it was a little

bit earlier than expected, a little earlier than it

appeared than the previous two or three years. So
it kind of took people off guard. It happened
during the Christmas holidays. So people were out

of worKk. So it nmade it alittle bit nore acute.
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As you can see here, this is this year's
with the kind of the little dianmonds on here. You
can see it really didn't get that nmuch higher at
all and probably the area under the curve is even
| ess than what we saw last year and a little bit
hi gher in terms of what we considered our |ower
respiratory.

But generally it wasn't that unusual
And we were able to determne this. The CDC
certainly has their surveillance system going and
was able to see that this was no different than it
was in previous years in terns of nunbers. W were
actually able to track this as it happened, and we
did track it as it happened.

Next slide. And you can see -- also |
told you we could break it out. This is what we
saw in the national capital region for what those
| CD-9 codes were. This is during the flu season
Decenber through February.

And you can see nost of them again,
t hey have these very generic ICD-9 codes. A lot of
people think you can't use I1CD-9 codes because
they're specific, but there's a whole heck of a |ot
of them that are not specific at all.

This is URI, otherw se specified. Thi s
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light purple one is pharyngitis. I'd ask for

adenovirus because we were |ooking at another
| ocati on. You see very, very few, actually, said
i nfluenza because they didn't know whether it was
influenza or not. That was upper respiratory
i nfection. This one is viral I nfection not
ot herwi se specific.

Next slide. This is also sonething
we' re doi ng. This is in conjunction with CHPPM
Mubums was a geographer up at CHPPM And he is
able to get the data from us and plot it in the
D.C. area.

The background is the density of
beneficiaries, which is now we can't do rates
because how many of our beneficiaries are getting
seen on the outside. We don't know. But this is
just to give you a general idea of what the
beneficiary population is. Then we can track by
nunber of cases a certain disease over a period of
however many days we want so you can see if there
is any clustering.

Next slide. So certainly we have sone
problens yet that we're trying to work through.
One is to need to define what the normal |evels are

and when do you get concerned and what do you do.
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Next sli de. This is taking that same
flu data. This is upper and |ower respiratory
i nfections. One thought that Colonel Kelly had is
to | ook at standard deviations from previous years.

So this is just looking at 1999 data and
doing an average of a plus tw and three standard
devi ati ons, above and bel ow. But this is not just
t aki ng Monday, Tuesday, Wednesday. This is taking
one Monday, three Mondays before that, three
Mondays after that, and averaging those seven
Mondays sane day next Tuesday.

So it gives you the day of the week plus

sone seasonality. It'"s not just taking every
Tuesday around all year 1ong. It's just Tuesdays
in February-March or in the January-February
region. So this is looking at what you would

expect to see on this Mnday, Tuesday, Wdnesdays,
and so on and kind of matching them up to the
foll owi ng year

And so this is the actual data. The red
line is what we saw. And the blue and the green
lines are those standard deviations. So you can
see just with one year of data. And this is where
we need nore data. W do actually have -- we

don't. We're getting it right now from TRI CARE
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Managenent Agency, '98 data as well. We actually

di d exceed those in the beginning a few tines.

Next slide. You can see as our flu
season waned, we certainly were very far below --
next slide -- of what you would expect. So you can
see that they do follow pretty closely. So this is
just a very sinple way. We explored things I|ike
neuromed analysis in sone very conplicated ways,
but this is actually a very sinple way to |ook at
it and see if anything is abnormal

Next slide. So the next thing that we

need to do is certainly sequel ae. Everybody says,
"Okay. G eat . You get this data. It's probably
crap because people just fill in anything they
want." And, in fact, we did pick up one spike in

fevers at our Naval Medical Center.

Qur person, Christina Polyak, who | ooks

at our data every day, noticed this spike. She
call ed them up. And it turns out soneone we knew
was working in the clinic. So he was just filling

in the top bubble for everybody. He thought that
was easi er.

They were actually really thrilled, I
t hi nk. At first they were a little taken aback.

Then they were thrilled that someone was | ooking at
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t his. You nean soneone |ooks at this data? We
can't believe it. | nmean, we just thought you
cared how many people we saw. We didn't think

anyone really cared.

So I think if we get a little bit of
feedback to these people, they will be a little bit
better in filling it out. In general, you could
see we did track flu data. So there is some kind
of quality going on.

Next slide. This 1is an exanple.
Everyone renenmbers the adenovirus outbreak at Fort
Benning we had earlier this year. It was a big
out br eak. | said: Oh, let's look at that data.
Maybe we can analyze it. Maybe we can see: When
will we pick it up and when did that turn out?

So we get the data. This is sone
seven-day running averages and all the spikes in
there for respiratory infection. We're | ooki ng.
Where is its peak? 1Is it here? Is it here?

Next slide. Next slide. It's there.
Ckay. So we wonder: What happened? Well, what
happened is they were so overwhelned that they
stopped filling out the forns. So when they were
hitting this peak, which, actually, when you | o0k,
it is pretty high. So it was going up there. They
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just stopped filling out the formns.

So you mght say, "Well, you could have
detected it. Maybe you could have detected it
here." It's too late. Obviously by this tine, you

don't have to tell these people that they've got an
out br eak. They can tell you they've got an
out br eak.

Next slide. But it's inportant to
remenmber that not only do we want to be able to
detect the outbreak, but, then, the second part of
this type of system is to be able to localize it
nore quickly w thout having to go back and do a
records review, wthout having to do all that shoe
| eat her epidem ol ogy. W mght already have
addresses and information and location already in
there, and we didn't have it in this case.

Next slide. So there's sone validating.

Next slide. This is just an exanple.
W started out with a nuch broader use of 1CD-9
codes. Then we got together in a group -- Colonel
Keefe in the back was part of this group -- to | ook
at them and say: Do we really want to include this
or that? And so we took a bunch out.

It |ooks about the same a little bit,

just lower |evels. You see a little bit of
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difference in here, and that's the allergy season.

We took out a lot for allergic rhinitis kind of
di agnoses. Appropriately, that's where we were
seeing them was in the spring. And that's people
were not wusing those, | don't think, for other

types of infectious outbreaks.

Next sli de. So there are other things
that we need to work on. Qobvi ously we don't know
about the -- | nentioned before the non-TRI CARE

popul ati on of people who are being seen in the
civilian side.

Ti mel i ness. They' re supposed to. I
said they're supposed to scan these every day in
some of the smaller areas. Sonetimes they don't
scan them every day, and we have a little bit of a
| ag. So we mght get the data. It says we have
the data, all of the data, for Friday, but Monday
and Tuesday is still trickling in.

Certainly we have to find a hone and a
ri ght place for this. This is not going to detect
ever yt hi ng. Large outbreaks, you're going to know
it before we do, very, very onesies and twosies.

West Nile virus. | don't think we would
have picked that up, although if it was mybe wth

- - especial ly sonet hi ng unusual , i ke a
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neurol ogical type of pattern, mybe we would have
but have to find the right place and what this is
actually going to work for.

Next sli de. One way that we would |ike
to proceed -- and, actually, if there is any way
that the AFEB can assist wus, it is in pushing
forward this program

Last year | had a budget of =zero. e
spent no noney on this. This was all kind of done
i n-house, good graces of people of the CHPPM good
graces of people at TRI CARE nanagenent. Recently |
met with TRICARE nmanagenent. They would Iike
$220,000 to pay soneone to do this for us and stop
doing it just on an ad hoc basis. The CHPPM woul d
i ke some noney to reinburse themfor their tine.

And it's appropriate. It's highly
appropriate. But we don't have that kind of noney.
So | really need to go to Health Affairs and say:
Hel p us out here. WMake this a priority in some of
t hese other |ocations. Ei ther fund them or renove
sone of their other priorities if you think that
this is going to be a good systemthat will worKk.

The other thing is to work together.
Obvi ously by ourselves, we're not going to have

that nuch data, but it's work with civilians. |
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have a lot of neetings and a lot of tentacles out
with different health departnents to try to nerge
our data with their data and nmke a nore robust
system as well as getting sone other data, such as
pharmacy and |aboratory test data that we have,
again, currently the mlitary system through CHCS
So we're working on getting that right now.

Next slide. In an attenpt to get
working with some of the local civilian popul ations
and to kind of nove this whole idea of health

i ndicator data forward, we have recently had a

meeting -- this was in May; | think Col onel Diniega
was there -- that we had up in Gaithersburg to talk
about what -- because there are a lot of people
doing a lot of different things. So to bring

together some of those people, what works, what

doesn't work, an what should we do in the future.

Next slide. So, again, these are our
obj ecti ves.

Next slide. And we had a Ilot of
di fferent peopl e from a | ot of di ff erent
di rections. W had DOD people, people from

USAMRI I D, and then also sone of the U K people
who are working on a lot of different simlar

syst ens.
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And then we had, again, a lot of people
fromthe local area, a lot of representatives from
the health departnents, from academia in the area
that assisted us in what they were doing and what
they would like to see done.

Next slide. In lieu of tinme, | won't go
t hrough all of these different i ssues, j ust
hi ghlight a few inportant ones as we go through.
One is that there are a lot of different data
sources out there. "What can we use? How do we
access that data? How do we maintain privacy of
t hat data?" were sonme of the biggest topics.

Next slide. Again, we felt that the
privacy issues were sone of the nobst inportant as
well as trying to find data that was going to be
nore rapid, as opposed to nore specific.

Next slide. Again, this is a big thing.

We are lucky in the mlitary that we have this

system but you know that the civilian systens are

collecting this data. W know that they are
sonewher e. It is usually for billing and insurance
pur poses.

Sonetinmes it lags and it is very slow,
but sonetimes it's very rapid. They may not get

paid that rapidly, but they probably generate a | ot

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

267

of this stuff. So if we can tie into that and find
that data and nerge it together, it would be very
hel pful .

Next slide. Again, an ability to share
information and the reporting. Peopl e need to see
it in a local level, but it also needs to be able
to be shared on nmore of a common ground as you go
up the hierarchy.

Next slide. Ckay. Next sli de. Next
slide. Okay. So, in conclusion, here obviously
we're DOD CEIS. W can't make policy for the
United States. We're not trying to. We're just
trying to share what we have and try to work with
ot her people and to give us sone information.

After the CDC I1CD |ID conference in
Atlanta a few nonths ago, | had a lot of people,
probably at least 40 or 50 people, from health
departnments wanting just our list of I1CD 9 codes
that we use so that they could get an idea and
start maybe working on those as well. So | shared
that information, and we're certainly wlling to
share nore.

Right now we're putting together a
paper, hopefully have a draft done next nonth, for

publication based on this workshop to try to at
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| east get sonme ideas out there in the peer review
press so that people can start to work, maybe off a
simlar sheet of music, if not the sanme one.

| think that's it. Any questions?
Di scussi on?

DI SCUSSI ON

PRESI DI NG OFFI CER LaFORCE: One question
iS: How connected are you with either the City of
Washi ngton or Prince George's County or the county
heal th departnments? 1Is this linked at all?

MAJ PAVLI N: It's not |inked yet.
Actual ly, they don't have the data. W are willing
to just give them our sanitized in terns of privacy
i nformati on dat a.

Actually, |I'm working very closely with
the epidem ologist from Prince WIIliam County, who
is the consultant to the COG the District of
Col umbi a Council of Governnents. |'"ve spoken to
their group, and he's their nmedical adviser.

And so we're trying to work with themin
devel oping a gl obal system The problem is that
they don't have any data at all, really, on this
ki nd of rapid basis.

PRESI DI NG OFFI CER LaFORCE: | thought if

you're a big insurance conpany, that you're | ooking
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at daily billings. Aren't these the sanme data?

MAJ PAVLI N: Yes. And, actual ly,
another group we're working with at Johns Hopkins
Appl i ed Physics Lab had | ooked at data in Maryl and,
t hat exact kind of data.

They said about half of it was really
sl ow, useless, two to three weeks. They said the
other half was daily, right on target. And the
problem is getting them to share and not so nuch
privacy information in terns of people's identity
but just their kind of business.

We have also gotten data, they have
gotten data from nmmjor pharmaceutical conpanies
that they couldn't even tell nme what they were.
They couldn't tell me what they were because these
phar maceuti cal conpani es, these major chains, would
not allow them to give this information to anybody
because people can |look and see what their sales
ar e. So there are a |ot of business-governnent
I ssues.

Sonme of the bigger labs that APL has
| ooked at to get information, |ike Quest, wanted a
| ot of noney to hand over that data. And so that's
anot her probl em

MR. RUBERTONE: Julie, as this grows
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beyond the DOD and into other organizations, what

beconmes of the responsibility for taking action at
certain thresholds or is that just to provide the
data so that it's available so whoever wants to

|l ook at it can take action?

MAJ PAVLI N: That was Mark Rubertone
aski ng about response issues. One of nmy big
guestions right now is: Who is going to end up
with this?

| don't think this should be a CEIS
program | think it should be owned locally either

by each service so they can |ook at what is going
on in their service kind of globally as well as
locally in all of these different regions in San
Di ego, San Antonio, or whatever, so they can figure
out what's going on and they can then wite what
their response that pertains to their particular
area wll be.

But that's a big thing. |If you find out
there's something going on, what do you do? Right

now we're just trying to get a list of all of the

people in the D.C. area. If I see a blip, the
first thing I'm going to do is find out: Di d
soneone just fill in the top bubble on the sheet?
So who do I call, even, to find that out?
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Col onel Di ni ega?

COL DI NI EGA: ['"m sorry. | had to step
out, but | was at the workshop, which was very
good. There were numerous systens presented. And
they're all in the testing stage and pilot
prograns. | think this is a very, very inportant
i ssue, syndrom c surveillance, because npbst of the
people on the hardware side that have testified
will tell you they can't nmke enough vectors. And
sonetinmes it's dependent on atnospheric conditions
and upwi nd/ downwi nd, et cetera.

So there's a ot of recognition fromthe
operators that maybe nmedical surveillance is going
to be the first way to detect an event. | know the
medi cal community for years now -- and | have been
working the bio/chem arena from the operational
point of view for several years. We have al ways
said medical surveillance is one of the added
weapons they needed to have in their repertoire.

Really, | went to meetings know ng that
we didn't have a good system nobody was working on
it, et ~cetera, et cetera. And the 1line has
actually picked up on that, that surveillance,
medi cal surveillance, is one of the other ways to

| ook at detecting an event.
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The shortage of funds that you heard

Major Pavlin say 1is | think because, as has
happened, we have checked this on, again, the
medi cal side only. And then the other piece is the
operators are nor e i nterested in medi cal
surveillance during deploynments, and we haven't
sol ved that piece yet.

This is a first step. And with a
donestic response, responsibilities that we al
have, Il think this is a step in the right
direction. We just need to make sure that the rest
of the comunity interested in the bio/chem
response hear about what's going on wth this
medi cal surveillance piece so they can get
appropriate support.

A lot of the system it's |ike sonething
in a vaccine. It still has to be tested and
val i dated and |ooked at, et cetera. So | think
there is a lot of promse and we just need it to
get in the right place.

The Board two years ago in the BWthreat
review had a statenent in there about t he
i nportance of medical surveillance to identify
threats. That's one of the reasons | wanted Mjor

Pavlin to be able to present what was happeni ng and
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the results of the workshop to the AFEB.

So this is part of the response to sone
of the recommendations the Board nade several years
ago.

PRESI DI NG OFFI CER LaFORCE: Okay. Thank
you.

Captain Bohnker, we have a presentation
on mcrobial -based cleaners, which relates to a

guestion to the Board.

COL DI NI EGA: Ri ght . I have a copy of
t he question. The Navy Surgeon GCeneral endorsed
the request, and | have the handouts here. What
they'd like the Board to do is to review and

comment on a draft set of draft criteria that the
Navy Epi dem ol ogy Board and NEHC has put together
to conduct a health hazards assessnent of
m crobi al -based cl eaners. And you'll hear the rest
of the story from Captain Bohnker.

It's all yours.

CAPT BOHNKER: It's all m ne?

COL DI NIEGA: All yours.

M CROBI AL- BASED CLEANERS

CAPT BOHNKER: |I'm Captain Bohnker. [|I'm
from the Navy Environnental Health Center. Dr.

John Muller back there, a gentleman appropriately
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canoufl aged back there, is nmy conpatriot in crine.
We're up here today to tal k about sone issues that
came across our desk

Next slide, pl ease. The topic is
"M crobial -Based Cl eaners: Background. " The Navy
Environmental Health Center has a process to assess
the health hazards associated wth shipboard
materials, a pretty big process, all the way from
submarines, aircraft «carriers, a lot of issues
ri ght there.

Hi storically it's been a toxicity
assessnment, shipboard industrial repair activities.

You get in topics with the Cursed a nonth ago. W

were involved with that. We get in processes like
t hat .

Recently we have requests to wuse a
m crobial cleaner in a shipboard environnent as a
substitute to reduce volatile organic conpounds,
VQCs.

Next slide, please. Great PR piece.
This actually cane from the business cards for
t hese people. The stuff is called Nature's Way.
It's made by Anerican Bio-Cl ean Corporation in Las
Vegas, Nevada. The agent is Donald E. \Wantz,

Master Gunnery Sergeant, United States Marine
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Corps, retired. |It's his expertise.

It's proprietary contents. It's on the
card, "The si npl e, saf e parts-washi ng
t echnol ogi es. " It's cleaner for aviation guns and
alternative PD-680 on the aircraft carrier. The

actual reason was it had to do with some air
conditioning spaces that they couldn't use on the
ship al so.

Next slide, please. I nteractive review
of the issue, did a chemcal toxicity, which is
relatively easy to address, at least for the
nascent products.

That was pretty sinple. We thought we

could do that. This was biological stuff. Thi s
wasn't a chem cal . This was a biol ogical. It's a
bunch of bugs in there. And the biologica

pat hogenicity was nmuch nore difficult.
M ni mal gui dance or precedent. There's
an awful lot of toxic products. You get into a

whol e ganut, a m ni nrum anmount of bay, toxic shock.

| mean, you can go anywhere, going, "Wat's in
it?" Can't know. It's clean, safe. It's approved
for use in California is about all they'Il tell
you. The Navy Epidem ology Board reviewed it in

June of 2000 and recommended we let you all take a
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| ook at it.

Next sli de, pl ease. VWhat about
opportuni st i nfection, di agnosi s, treat ment,
antibiotic-resistant, irritants, allergen effects,

geneti c novenent, byproducts, and nore?

Next slide, please. Qur question to
you. We're requesting you, we've cone up with a
two-page list of some questions we'd |like to have
answered from this, people. And we'd like to have
AFEB take a look at it, see if we're mssing
anything because it's one of those conpletely out
of our ball gane down at the end, one of those we
don't quite know what to do with this.

It's an issue throughout DOD. We' ve
seen some paper from CHPPM on wusing sinpler
products. Consi stent guidance is warranted. We' d
like you to review and pronmpte conmments on our
draft information. It's new, and it's big. Wen I
say the nane "Nature's Way," everybody says, "It's
great stuff. Wy don't you use it?"

| go, "Hmm  The stuff scares ne." So
| don't know what to do about it.

Next slide, please. And we thank you
for your advice down there. Are there any

guestions fromthe group?
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DI SCUSSI ON

PRESI DI NG OFFI CER LaFORCE: What is it?
What is it?

CAPT BOHNKER: VWhat is it? Nature's
Way. It's a biological --

PRESI DI NG OFFI CER LaFORCE: You nean
it's a bunch of bugs inside of sonmething that clean
t hi ngs up?

CAPT BOHNKER: Yes.

PRESI DI NG OFFI CER LaFORCE: And so if
you want to clean a gun, you just put that stuff
down there?

CAPT BOHNKER: Yes.

PRESI DI NG OFFI CER LaFORCE: And then you
just flush it out, and it's all cleaned?

CAPT BOHNKER: That's the theory, yes.

PRESI DI NG OFFI CER LaFORCE: Good. I
just wanted to make sure | understood. Okay. Ken
hel p us out.

CAPT  SCHOR: I sat on the Navy
Epi dem ol ogy Board also during these nonths. |t
was a little bit out of ny ballpark, too, but ny
understanding of this is that in a lot of
statenents of the DOD, the Marine Corps, and the

Navy, there are a |lot of product reps that are
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pushing these kinds of cleaners. They sound Iike
they're the green answer to all this nasty stuff,
all of these solvents that we're using to get rid
of heavy-duty grease and corrosion and things |ike
t hat .

My understanding of this is that there's
not a whole 1lot of legislation or regulatory
paranmeters, at least from the toxicologists and
folks like that, that specify how you characterize
t he biol ogical conmponent of it.

DR. OSTROFF: What about the EPA?
mean, presumably if this is being marketed, the EPA
has regul atory authority over it.

CAPT SCHOR: | don't think that they're
even -- the way it was told to us is they could
find no one in governnent, a physician, nmedical
toxi cologist, can't find any regulations to govern
this whole arena of energing biologically active
conpounds.

DR.  OSTROFF: Do you know if they

cont act ed EPA?

CAPT SCHOR: | do not know. WMaybe --
CAPT BOHNKER: |'Il check on that.
DR.  SOKAS: Actually, there 1is one

committee that's OSHA, NI OSH, EPA t hat meet s
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periodically. And it's the kind of thing that

could get on their agenda.

You would have to be able to tell them
nore than this. Do you know what | nean? | nean
sonebody has to know what bugs they are, for
exanpl e.

COL GARDNER: It's unclear to ne -- it
tal ks about in the product these are enzynes of the
organi sns -- whether they're actually the organisns
t hensel ves. They talk about a conbination of
enzymes and bacteria. These are live bacteria?

CAPT SCHOR: Yes.

COL GARDNER: | don't see how this
Commttee can begin to nake a recommendation if it
doesn't know what the bacteria is.

CAPT SCHOR: See, | think this is part
of the Navy has evaluated chemi cals that it uses in
shi pboard environnments or operational environnents.

And that's where the expertise is.

My understanding is either you throw it
in a mass spec and figure out what's in it if they
won't tell you or they tell you. And | guess we're
running into an arena where the producers of these
things won't tell you and it's pretty hard to

figure out what it is by throwing it in an

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

280

anal yti cal machine.

DR. SOKAS: I mean, there is a
ri ght-to-know |law for workers that you cannot have
them working with something w thout letting them
know what it is and what it can cause.

So it just seenms to nme that they m ght
have slipped by a few little regulatory things but
that -- you know, actually 1 |Ilike the idea of
setting specification for purchasing products. I
mean, that's a great idea in general. But it would
seem that it's just kind of mssing a step, which
is the first spec is you've got to tell us what's
init.

CAPT BOHNKER: | think the question to
AFEB was to | ook at that sheet of paper and see if
the Navy is mssing anything. That was the real
guesti on.

DR. SOKAS: Well, what's in it? That
woul d be the first question.

COL DI NI EGA: Let nme just say that |
talked to Captain Betts, who sits on the Joint
Environmental Surveillance Wrking G oup, which
Captain Schor and myself also sit on there. Thi s
came up several neetings ago.

| think what we and the Navy Epi Board
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did was put together a draft criteria in order to
evaluate this product so that there can be a right
decision or a justified decision to say "Yea" or
"Nay," we're going to use it or not and purchase it
because the industrial-based operations all want to
buy it. So it was their attenpt to put down
performance criteria of questions they need to ask,
So specifications on a product.

So we're not talking about a specific
product here. We're talking about generically
because nor e and nor e of t hese green or
m cr obi al - based or enzynme- based cl eaners are
begi nning to be advertised all over the place.

My understanding from Captain Betts was
there was very |little regulatory action. They
weren't required to conform to anything that he
could find out from it. And Captain Betts is a
very neticul ous guy.

So that's why. They just want the Board
to review the performance criteria and see if those
make sense and if they're m ssing anything.

Now, did they do their homework and ask
the EPA, et cetera, et cetera? | just assune that
they did, but they can go back and do it. But

they're just asking to take a |Ilook at the
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perfornmance criteria.

PRESI DI NG OFFI CER LaFORCE: Julian and
t hen --

DR.  HAYWOOD: It says that "The Navy
Environmental Health Center has been requested to
perform a health hazard assessnment.” Has that been
done?

CAPT SCHOR: No. This is what they
would like to use as their criteria for performng
the health hazard assessment. Is that right?

CAPT BOHNKER: Yes. We have not done
one because we don't have the criteria.

CAPT SCHOR: So they're trying to cone
up with evaluation criteria.

PRESI DI NG OFFI CER LaFORCE: Li nda and
Rosemary.

DR.  ALEXANDER: Isn"t it a job for the
Consumer Products Safety Council ?

COL DI NI EGA: | don't know. | don't
know.

DR. ALEXANDER: | nean, my understanding
is that their purview is to evaluate products that
are used by consuners. It would appear the DOD is
a consunmer and that this wuld be a reasonable

request to take to them for evaluation. Then the
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ball's in their court to figure out what it is.

It's hard to believe that soneone who
eagerly wants to sell DOD sonething is not wlling
at some point to talk about what it is. If we're
dunb enough to buy it, that's our problem but this
just seens |like an exercise in futility.

DR. SCOKAS: Well, | do think, though,
that the idea of having these kinds of performance
criteria is an excellent one because already what
you have here is probably far and away beyond what
EPA or the Consunmer Products Safety Comm ssion or
anybody el se woul d be asking for.

So this is wuseful and very valuable
suppl enmental, but there does seem to be a need for
a core sonething there as well.

DR. ALEXANDER: Sonet hing's m ssing.

COL SM TH: When | was at CHPPM we
| ooked at another product very simlar to this
cal l ed ZYMO. The nanme may sound fam liar to you.
It is wvery difficult, very difficult, to get
informati on on the constituents.

The ZYMO, which this my just be the
sane thing renamed -- | have no inkling. I think
it's the same nanme of the person who is selling it.

Nevert hel ess, the ZYMO was a m xture of enzynes,
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of some sort of enzynmes, plus several bacteria.
And we couldn't get nmuch nore information than
t hat .

Vhat |ittle health hazard assessnment we
could give was sinply recommendations to protect
wor kers that were generic, |ike make sure you wear
gl oves. X percent of people are likely to becone
sensitized to these proteins.

But we couldn't get very specific
because we had the same problem We couldn't get
any specifics on that. We tried. Larry Betts
tried to get us to get the doors opened, too, and
we coul dn't.

DR, HAYWOOD: Can't the manufacturer
conduct a health hazard assessnent?

PRESI DI NG OFFI CER LaFORCE: We have no
way of knowi ng. One question that | have in all of
this, this stuff |I'm mking the assunption really

wor ks and works well and you like it.

CAPT BOHNKER: I can't answer that
st at ement . There are sone people who would very
much like to use it in the mlitary, yes. It has

sonme - -
PRESI DI NG OFFI CER LaFORCE: That doesn't
answer ny question. There may be ot her reasons why
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they want to use it. |I'mjust asking the question:

If I'"ve got a dirty gun and | use this stuff, does
this stuff do a better job than the other stuff
that 1've got around? In other words, is this
really of value to the mlitary?

CAPT BOHNKER: The reason it was brought
up was the fact that it gets into aircraft carrier
spaces. The chem cals they were using, the PD- 680,
was causing sone other toxicities they can get rid
of . And it made the life easier for them to do
sone things they wanted to do in terms of
habitability, shipboard air condition spaces, |ess
toxicity from volatile organic chem stry or
conpounds was what it was. It was as effective and
not as toxic. And so they wanted to use it.

DR. BERG  So the weapons operators have
used this to cl ean weapons, and they like it?

CAPT BOHNKER: There was strong interest
fromthem | can't say they were happy with it.

DR. BERG You don't know whether they
have ever taken any of the stuff on board and

poured it on the greasy guns and --

CAPT BOHNKER: | believe it works. |
mean, | don't think that -- people are trying to
sell it. It worked at some | evel.
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COL SM TH: W do use this sane

t echnol ogy.

PRESI DI NG OFFI CER LaFORCE: Oh, vyes.
Ch, yes.

COL SM TH: We know that there are, in
fact, materials that work.

PRESI DI NG OFFI CER LaFORCE: Okay.
Rosemary?

DR. BERG What occurred to ne is this
may wor k, but how | ong doe sit take?

COL SM TH: Well, one of the other
problems with the particular cleaner that | | ooked

at is tenperature, the tenperature you have to

maintain it at. It has to be at a certain
t enper at ur e, whi ch we wer e concer ned about
aerosolization of it and breathing it in. At the
tenperature it had to be mintained, it couldn't

have been a --

PRESI DI NG OFFI CER LaFORCE: Rosemary?

DR. SOKAS: Just, again, to get back to
the list, |I think it's a terrific list, but one of
the concerns is: How do you know their answers are
true? Do you know what |'m sayi ng?

They could say, "What is your data from

medi cal surveillance prograns from human use and
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response to the product?" And they could tell you
anything they want, basically.

It's just if you're dealing -- | don't
know how nuch you would trust the responses if
that's all you have to go on is what people are --
|  mean, you do have to have sone externally
val i dat ed pi ece of information.

And in other circunstances, you have
f ederal agenci es. For exanple, for new nedications
com ng online, sonebody |ooks at that. And there
are agencies wth responsibility for |ooking at
this. And | think, again, there probably is a need
to see if they're paying attention because they may
not be.

PRESI DI NG OFFI CER LaFORCE: Actual |y,
when | think of this as an intellectual challenge,
it's actually sort of interesting. | nmean, this is
the future froman environnentalist's standpoint.

Al so, i f you're |ooking at st uff
downstream this is likely to be nore comon,
rather than | ess common, as tinme goes on. And it's
a very interesting sort of bi ol ogic nmedi cal
guestion, you know, this whole issue.

And, two, how do you sort of westle

with this? I'"'m not sure | have any acute
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intellectual insight.

DR. MUJSI C: | believe this is sold in
interstate commerce. It comes under sonebody's
jurisdiction. And the proprietary things have to

be protected so that they can market it.

I don't think anybody has really asked
the right agency, but sonewhere along the |Iline,
it's got to be under sonebody's regul atory thunb.

PRESI DI NG OFFI CER LaFORCE: I can't
think out of the mles of regulations that we have,
that we managed to be so clunmsy as to have |left
this out.

DR. SOKAS: And the other thing, though,
is that once we figure out who it is that's
regulating this, this list of questions would be
very informative to find out if the regulators
have, in fact, included this kind of criteria.

PRESI DI NG OFFI CER LaFORCE: Ckay. We
will think deeply --

CAPT BOHNKER: Dr. Muller has one nore
coment .

PRESI DI NG OFFI CER LaFORCE: Yes?

DR. MULLER: One of the problens when we
| ooked at this was that we couldn't find out where

it was regulated. |'m pretty sure Captain Best did
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contact the EPA or a friend of his in the EPA. And

if you look at toxic chemcals, chemcally it's

okay.

As far as biologicals, it's not |like an
endangered species, like a tiger or sonething. So
it gets out of the -- if you look at the various
paranmeters, it kind of skirts a whole bunch of
I ssues.

And you have someone saying it's really
good. Trust nme, like, well, we're kind of not
inclined to do that. And so we're trying to figure
out criteria. Wel I, what hoops does this have to

go through?

DR. SOKAS: You know what ? | really
feel like this is something that N OSH ought to get
alittle nore engaged with. So maybe if we can try
sonething, we can try to figure out if there's sone
approach to this that is or should be being taken.

If that's a conplete hole in the regulations, then
this mght be the place to identify it.

PRESI DI NG OFFI CER LaFORCE: And if vyou
could identify the conpany so that nenbers of the
Board who wish to invest in it can be sure to get
in on the ground floor?

(Laughter.)
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DR. MULLER: They showed us sone slides

of this product working. | wasn't inpressed with
how clean it got, the screws or whatever they were
working on, but something strange was that it

supposedly cleaned in like two m nutes.

W were all [I|ike, "Nah. These are
little bugs munching. It's going to take | onger
than that." So it made us really wonder. Is it
enzymes? That's a chem cal. What really is this?

And we got no answers. And so | think to be fair,
we wanted to know what criteria can we have to be
sure we're not --

PRESI DI NG OFFI CER LaFORCE: Has anybody
cultured it?

DR, HAYWOOD: They keep on cleaning
after it's clean?

(Laughter.)

DR. MJLLER: We have a concern, |ike:
What if it gets into aircraft fuel? |If these bugs
get into gasoline and the F18 takes any of those
to Madrid, that's not so good. All of that is |
t hi nk reasonabl e questions to ask.

PRESI DI NG OFFI CER LaFORCE: Has anybody
cultured just sinply taken a swab and put it on a

bl ood auger plate or a --
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DR. HAYWOOD: I wal k down t hese

corridors, and | can't believe --

PRESI DI NG OFFI CER LaFORCE: ['"m just
curious.

DR.  HAYWOOD: -- there's no |aboratory

in this building that just read it for this

present.

PRESI DI NG OFFI CER LaFORCE: Bill?

DR. BERG Bill Berg.

There are at least two starting points,
potential starting points. The outfits that make

the bacteria for eating the oil slicks, there m ght
be sonethi ng anal ogous there to this and then those
things that you can buy for washing your clothes,
the little enzyne sticks and |iquids that you pour
on the stain, which | guess would conme under
consuner products.

Taking this to those groups, they m ght
say, "Yes, this is close enough to come under our
regul ations.” But | like the idea of N OSH | ooking
at it also.

PRESI DI NG OFFI CER LaFORCE: The ot her
thing is if it works in two mnutes or |ess than
two mnutes and it is analogous at all with some of

the cleaning enzyne preparations that do have a
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bi ol ogic basis to them then that's usually short
term | nmean, it doesn't take m nutes, hours, or
what ever.

And so ny sense as a biologist is it

just doesn't make any sense at all in terns of

thinking that this 1is a |Ilive organism doing
anyt hi ng.

COL GARDNER: Except they say it is

bacteri a. | mean, |'m thinking the sort of thing:

Could this be a very wafted serratae? [''m

thinking this is a totally innocuous organism and
then it wasn't.

And the ability of organisnms to accept
plasmds or to spread plasmd, it seenms to ne
there's a lot of --

PRESI DI NG OFFI CER LaFORCE: But they are
not going to grow in two m nutes.

COL GARDNER: No.

PRESI DI NG OFFI CER LaFORCE: Bi ol ogi cal ly
this doesn't make any sense. [It's an enzynme. That
makes sense.

DR. MULLER: They're claimng it's
bacteri a.

PRESI DI NG OFFI CER LaFORCE: Ri ght . It

could be a bacterial enzyne.
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DR. MULLER: This isn't the only product

that's cone. There have been others. So it's
i ke: Well, what mxture is your product? Is it
nmostly enzyme or is it just nothing but bacteria
t hat --

COL GARDNER: It's got to be enzyne.
The amount of biologic mschief you could envisage
here woul d be enornobus. And it seens to ne we have
to know a | ot about it, including what it is.

COL DI NI EGA: Well, you know, when |
used to be on the Hospital Inspection Committee, in
order for them to buy cleaning products to be used
in a hospital, it had to be on an EPA-approved
list.

So | don't know what the requirenent is
for industrial operations, if it has to be on sone
sort of an approved list or not, but | know in the
hospital, it had to be on an approved |i st.

PRESI DI NG OFFI CER LaFORCE: Anybody have
any brilliant insights into this problen? Yes?

COL SM TH: Did they furnish you a
mat eri al safety data sheet on this?

DR. MULLER: I think they did, but that

was based on whatever the culture was, water wth
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COL SM TH: They didn't say anything

about hazards?

DR. MULLER: They told us very little.
It was basically saying: This is safe. And |
think they did give us an MsSDS that didn'