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PROCEEDI NGS

(7:35 a.m)

DR OSTROFF:  Good norni ng. Let's cone to order.
Once again, we have a pretty full agenda, including a nunber of
presentati ons and the formal Question before the Board and, given
that we have such a full agenda, |1'm going to play the bad guy
today and keep everyone on schedul e because we all have places to
go this afternoon and eveni ng, and planes to neet. Let
much appreciate that.

Let nme turn it over to our Designated Federal
Oficial for a few comrents before we get started.

DR KILPATRICK: Good norning. Again, | will echo
the comments of tremendous work that | saw done yesterday. I
think that DOD does struggle with many of these issues and highly
value the recommendations that come from this Board, and it's
always helpful to be able to sit here and go back and Kkeep
pushing the buttons to make these things go forward because, as
you know, DOD is a big system

Coming from the Navy, | talk about it's hard to
turn a carrier around, it takes time, and | think DOD is nuch the
sane way. W all get inpatient for change, but you have to go
through the process. So, sonme of these things we can nove faster
and | think others just take more time because there are nore
novi ng parts, but appreciate the work yesterday and | ook forward

to today.
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As the Designated Federal Oficial of the Arned
For ces Epi dem ol ogi cal Board, a Federal Advisory Committee to the
Secretary of Defense, which serves the continuing scientific
advi sory body to the Assistant Secretary of Defense for Health
Affairs and the Surgeons Ceneral of the Mlitary Departnents, |
hereby call this session of the Autum 2002 neeting to order

DR OSTROFF: Thank you. Col. Riddle.

Lt CQL. Rl DDLE: I have just a coupl e
admi ni strative remarks. If the Board menbers would please sign
the 1352s, your Travel Settlenents, and get those back into Jean
after you return, and then we can process the paynents. And,
al so, when you get your paynment voucher, if you could give her a
copy of that. That's the only way she has to track the actual
expendi tures fromthe projected expenditures that we have.

Al so, when you | eave today, if you could turn your
name tags in to Lisa, and then we'll have those for you again at
the February nmeeting. If you have any taxi needs or
transportation needs or anything, please see Lisa or Karen and
we' || take care of those.

Also, we do need you to sign in again today for
the nenbers here and the folks in the audience. W'l have
refreshments both this nmorning and this afternoon and, again, |
want to thank Jean and Lisa and Karen for all the support that
they provide us, and the speakers and the menbers for being here.

Thanks.
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DR CSTROFF: Thanks, R ck. Qur first
presentation is one that's a requirenent, and we have M. Tom
Serrano, from the Arny JAG that wll present to us about
standards of conduct and conflict of interest.

MAJ. SERRANO  Thank you very much. Just a couple
of things. | think better when | walk around, and so as
distracting as it mght be to sone of you, I'mjust going to nove
about here a little bit.

DR OSTROFF: Unfortunately, since everything is
bei ng transcribed, you have to be somewhere near a m crophone,
and your alternative is to take one of themfrom --

MAJ. SERRANO How s that? Is that better? |
can't think if | can't nove, so if |'m stuck there | can't do
anyt hi ng.

LtCOL. RIDDLE: Toms slides are at Tab 7 in your
not ebooks.

MAJ. SERRANO Thank you very much for having e,
sir, and Dr. R ddle.

(Slide)

Wiat 1'd like to do this norning is talk to you about conflicts
of interest. W have about 20 minutes and, as nost of you know,
that's not nearly enough tinmne. And so what 1'd like to do is
just touch on some of the highlights and major topics that you
probably will encounter during your time on the Board.

I'd like to highlight on the first slide there,
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our phone nunber. Since we are the retail advisor for the Board,
pl ease feel free to call us at anytine. And 1'd also like to
give you ny personal phone nunber. It's Area Code 703-588-6717.
Please feel free to call me at anytinme. |'d be happy to either
work directly with you or through Ir. Riddle, to get you any kind
of ethics support that you need while you are serving on the
Board. Wy don't we just nove on.

(Slide)

The thing 1'mgoing to talk about this norning is
the ethics issues that nost of you wll encounter, which is
conflicts of interest in the financial realm | also will touch

a little bit about conflicts of interest in your duties, but

mai nl y because all of you have to fill out, as Special Covernment
Enpl oyees, the OG Form 450. 1'mgoing to talk a little bit about
conflicts of interest in the financial sense -- ‘that s,

conflicts you may have with ownership of stock or the duties that
you perform And this cane about a long tine ago because in the
late '70s and early '80s many of the scandals that we had wth
Covernment  enployees having other interests that actually
affected or appeared to affect the performance of their
Covernment duties. And so back in the '80s, Congress cane down
and enacted lots of conflicts of interest laws that are now at
Title 18 U S. Code, that inpact how we perform our duties. And
they are rather restrictive, and that's also why |I'm here giving

this bloc of instruction. Next slide, please.
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(Slide)

|'ve got the actual crimnal standard up there, 10
U S C 208 regarding financial interest, and 1'Il let you read
that a little bit, but what | really want to do is go through a
little bit of the definitions for you. [I'mgoing to read you the
formal definitions, then just give you exanples of what or how
that mght cone to affect you

The Federal statute means that if you have a
financial interest, it nmay prevent you from being entirely
objective in carrying out the official duties of your Governnent
post. Wether or not you are honest or not is not relevant. |
nean, it is relevant, but it doesn't really affect the |aw since
there is no honesty test. The fact that you may not be the fina
deci si onnmaker is also not relevant with regard to the statute.

So, just to give you sone of the definitions here

"personal ly and substantially participate". To participate neans
decision approval, a recomendation, an investigation, or
rendering advice, and this is a very low threshold, it's
virtually any action. | nean, obviously, there are some very

peri pheral actions that you nmay take regarding a matter that
would not rise to this level, but essentially, if you are working
on sonet hing, you nmeet the test.

To participate personally nmeans directly and
i ncl udes the participation of subordinates when actually directed

by Governnent enpl oyees
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Substantially means the enployee's involvenent
nmust be of significance to the natter, or form a basis for a
reasonabl e appearance of such significance it requires nore than
official responsibility, know edge, perfunctory involvenent, or
i nvol verent on an administrative or peripheral issue.

The find of substantiality shall be based not only
on the effort devoted to the matter, but also on the inportance
of the effort. Wile a series of peripheral involvenents may be
i nsubstantial, the single act of approving or participating in a
critical step nay be substantial. Next slide, please.

(Slide)

Regarding a particular matter, a particular matter
is one that is focused upon the interest of a specific person's
or a discrete and identifiable class of persons, does not extend
to broad policy options or considerations directed toward the
interests of a |arge and diverse group of personnel

Direct and predictable effect, a particular matter
will have a direct effect on a financial interest if there is a
cl ose causal |ink between any decision or action in the official
matter, and any expected effect of the matter on the financial
interest. A predictable effect, if there is a real as opposed to
a speculative possibility that the nmatter wll affect the
financial interest. The nagnitude of the gain or |oss does not
need to be known. The dollar anount of the gain or the loss is

immaterial. Next slide, please
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normal Iy cones

Corp. and you

10

(Slide)
I'd like to give you just an exanple of how this
up. For example, if one of you is a nenber of ABC

have ABC stock, if you are discussing natters

within the Board's area of responsibility that wll directly

affect ABC Conpany or the value of its stock, then you would have

an actual confl

ict of interest. Next slide, please.
(Slide)

This interest can also be inputed to others --

spouse and minor children, if they own stock; general partners,

or non-Feder al
sonet hi ng t hat

director. Next

entities -- that is, the conpany you work at,
i s non-CGovernmental -- where you are an officer or
slide, please.
(Slide)
Next slide, please.
(Slide)

Here are the main ways you deal with conflicts,

and |I'm getting into very general terns here. There are many

excepti ons. There are many regulatory waivers, and there are

al so indi vi dual

wai vers. And so I'm not going to cover each and

every exception that's possible, but I will highlight some of the

bi g ones for you.

at |east sone

First of all, disqualification. Many of you, or

of you, may be famliar with the Statenment of

Disqualification, and that is a procedure where you actually fill

(202) 234-4433
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out or do up a nenorandum you explain your interest, and you
essentially vowto disqualify yourself fromthe interest.

Now, it is not necessary to actually do one of
these statenents to disqualify yourself because you automatically
are disqualified from the get-go. The statenment itself is
evi dence of that disqualification, but if you have a conflict of
interest, you are disqualified automatically, and the fact that
you do or do not do the piece of paper does not nake you any nore
or less disqualified. But there are a lot of exceptions, and so
di squalification of yourself from the matter is not always the
correct solution although, if it is not acceptable, then that is
one of the solutions, or one of the few that are avail able.

Reassi gnrent . I know that you may cone to a
situation that | described, and so you may be just precluded from
acting on the matter within the Board. You may be excused from a
session, you nmay be excused froma node or official action on the
matter, that is one option.

Di vestiture. Divestiture would be if you are to
actually sell your stock or sell your interest in that matter.
Now, | know those of you who are civilians in here, are Special
Cover nrent Enpl oyees, you are not going to quit your job just to
satisfy that requirement of the Board. And so that's generally
not going to be an option, but for Governnent enployees or other
enpl oyees with just a peripheral interest in that stock, selling

that stock nmay be an option.
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Change of duties. Wiivers. There are a couple of
different kinds of waivers that you can do. First of all, the
type of waivers that are regulatory in nature actually cone out
of the Code of Federal Regulations. Sone of the common ones 1'd
i ke tal k about.

Regardi ng stock interest, there are exceptions for
interest in Muitual Funds. For those of you who own Mutual Funds,
they are normally very widely diversified, and so the fact that a
Mitual Fund owns a particular stock does not disqualify you in
the matter just by the fact that you own that particular Mitual
Fund as opposed to owni ng the individual stock.

There are special rules for Sector Funds, or those
funds that may invest in a particular area. Let's say you have a
Sector Fund that invests in information technology, and you
happen to be doing a contract with the Governnent on a hew
informati on technol ogy system The fact that the infornation
technology fund, that would prohibit you from owning that
particular fund but, for exanmple, if you owned a biotech fund
that happened to invest in a couple of comunications funds, that
woul d not be a conflict of interest. So, owning Sector Funds, if
they deal in that particular area, would be a conflict, but
owmning a Sector Fund that dealt in a different area but owned
just on the periphery some other stocks would be a conflict.

There is also a dollar amunt exenption. If you

happen to own stocks in the amunt of $15,000 or less for a
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particular item that would be an exception and you would not
have to get rid of your interest in the stock or otherw se
di squalify yourself for owning $15,000 or |ess.

Have all of you filled out your 450s, could | get
a show of hands if you are famliar with the 450s?

(Show of hands.)

Many of you have seen this. If you haven't seen
it, you will see it, the OG Form 450s, and so you will see a |ot
of the disqualifications, a lot of the exceptions, when you fill
out the 450, and also you will be dealing with Dr. R ddle and
nysel f on naking sure that those 450s are all squared away. I
know it's a headache, | apologize for that, but welcone to
Gover nnent .

There are also individual waivers available, and
there are special waivers available for Special Governmnent
Enpl oyees. I'm not going to go into the Special Covernment
Enpl oyee waivers because, as a condition to your appointment
here, ordinarily you get scrubbed for conflicts of interest from
the outset, and so there are -- nobody here, | believe, has been
appointed with a conflict of interest that's direct and rel evant
to the issues. Next slide, please.

(Slide)

The appearance of conflict. A lot of times, you
don't have an actual conflict, but you do have situations where

you mght have a relative that isn't your spouse or dependent
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child, that works for a particular conpany that the Governnent is

dealing with, so although there nmay not be

a direct conflict,

there nmay be an appearance of conflict there. And so the

appearance of conflict can be virtually as
conflict. Next slide, please.

(Sl de)

bad as an actual

However, the test here is whether a reasonable

person in possession of all the facts would

actually consider a

conflict of interest to be present. So, the test isn't

necessarily will your name end up in the Wshington Post, the

test is nore would a reasonable reporter
Washi ngton Post, with all the facts, decide t
gi ve you an exanpl e.

Let's say, for exanple, that vy
enployee and you are dealing wth a

Corporation, and your brother happens to be

who works for the

o print it. Let nme

ou are a Covernnent
contract with XYZ

the Chief Financial

Oficer for XYZ Corporation. Now, just knowing that, it sounds

pretty clear that it's at |east an appearance of a conflict of

interest. However, if you are estranged from your brother and

you've had no contact with your brother for

possession of those reasonable facts, it's

20 years, you have

pretty clear that

there would not be a conflict of interest. Just by the mere fact

that the person is your brother does not nmean you have some kind

of close relationship. Next slide, please.

(Slide)
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Ther e are sone exanpl es of "covered
rel ationships", like | talked about a brother, actually a brother
would be a little too close but, say, an uncle or sonething,
pl aces where you have been an officer, enployee or consultant
during the last year, so on or so forth. Next slide, please.

(Slide)

Next slide, please.

(Slide)

The resolution of appearance issues is done
ordinarily through your supervisor. There are no regulatory
wai vers like we talked about with stock interests or financial
interests, it's just a determ nation by your supervisor, your
Cover nment supervisor, that there is no appearance of a conflict.
There are procedures for that, obviously, but you disclose all
the facts or circunstances surrounding the issue, and then
ultimately your supervisor nakes a deternination whether or not

there is an appearance issue. Next slide, please.

(Slide)
18 U S.C 205 | want to touch briefly on this
because it is also relevant. |In your capacity, those of you who

are Special Governnent Enployees, if you are working for the
CGovernment on, let's say, a w dget project, you cannot go back to
your conpany and represent w dgets back to the Governnent or deal
with wdgets. That's a very narrow exception. However, let's

say, for exanple, that your conpany is dealing with -- there's a
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matter with widgets pending before the CGovernment, although you
didn't discuss it directly. If you were a Governnent enployee
for 60 days or less within the preceding 365 days, then you are
permtted to deal with w dgets back to the Governnent.

And so I'm not sure exactly if that deals with
anybody in the room here, but fromwhat |'mtold nost of you are
Cover nment enpl oyees for less than 60 days, those of you who are
civilians, and so if you deal with -- just peripherally or in
general terns, deal with widgets here on the Board, you are
permtted, once you go back to your conpany, to also deal with
wi dgets or represent them back to the Government if you' ve been
an enployee for 60 days or |ess. However, if you deal directly
with widgets in the Board, there is essentially a lifetime ban on
maki ng representations back to the Covernment in dealing wth
wi dget s.

Now, you <can work behind-the-scenes at your
conpany, or do any of those things, but you could not directly
come back to represent your conpany to a CGovernment enployee and
deal with widgets. Next slide, please.

(Slide)

| think if you get absolutely nothing else out of
ny presentation -- and | know it was rather short -- it's
inmportant that you at |east know the points of contact. As |
said, Dr. Rddle wuld be your primary point of contact.

However, if you do have a question, |'m acting as your Ethics
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Counselor, so feel free to give me a call if there's a specific
matter that you need to talk about dealing with your enploynment
as a Special Governnment Enployee, or for those of you who are
uniform if you have issues in dealing with you particularly,
please give me a call and I'Il be happy to discuss that issue
with you.

I know I'm just a little bit early here, but |
know we're trying to stay on schedul e. So, at this time, 1'd
like to turn it back over to Dr. Rddle, and if you have
questions, please feel free to ask now, or you can see ne during
the break, or whatever. Thank you.

DR OSTROFF: Maj . Serrano, thank you very much
for the presentation and for staying on schedul e.

| do have a question for you because this is an
issue that's come up in regard to Board menbership a couple of
times, and that is that we previously had sone very valuable
nmenbers of the Board -- and nany that are on the Board nay recal
that this issue arose -- that at the tinme they were nom nated
were not working for private industry, and then subsequently took
positions with private industry, and there was a deternination
made that that basically precluded them from bei ng nenbers of the
Boar d.

What is the current perspective on that issue?

MAJ. SERRANO  Sir, was it actually the fact that

they took a position in private industry, or was it the fact of
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that specific job that they took?

DR OSTROFF: Vell, they took positions with the
pharmaceutical industry, and it was felt that since nany of the
issues that cone before the Board potentially have either a
vacci ne or antibiotic or potentially ot her nmedi cati on
associ ation, that that would pose an ongoing potential conflict
of interest.

MAJ.  SERRANO Sir, | would say that issue is
unchanged in that regard. | can't really speak to all of the
policymaking decisions as far as the appointments of the
i ndi vidual s because that is a little bit above ny D vision, that
woul d take place actually at the Secretariat |evel. However, |
can tell you that that is essentially the nmajor thrust of the
conflicts of interest, and that is if your conpany produces X-
vacci ne and X-vaccine is often tal ked about within the purview of
the Board menbership, then although you nay get very helpful
information fromthat particular person, there is a determnation
made on a policy level that that person will be excluded from so
many discussions that their nenbership on the Board would be
unhel pful , as a whol e.

Now, | didn't want to get too deep into the
wai vers. There is a waiver available for the Secretary to use in
the event that sonebody is conflicted, and that is actually a
statutory exception that the Secretary can nake, and make a

determination that this person's participation in the Board is
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just so inportant that they are going to essentially waive the
conflict and let that person be permtted to serve on the Board.
From what | understand, in speaking with Col. Chandler and A
Novot ny (phonetic), who nmany of you have dealt with before, that
waiver is not often exercised just because of the policy
considerations in conflicts of interest. However, | do -- | want
to let you know that if you feel a person's participation is that
vital to the Board' s doing its business, then there is a waiver
avail abl e for you.

DR OSTROFF: Thanks. Any ot her questions?

DR SHOPE: I wonder if you could speak to the
question of the enoluments clause in the Constitution, and |
understand that we are prohibited by that clause from accepting
travel or per diemfroma foreign government.

MAJ. SERRANO The question is foreign government
payments to you? Sir, what is your particular status?

DR SHOPE: [|I'man SGE, |'mon the Board.

MAJ. SERRANO Ckay. Odinarily, while you are in
CGovernment service, that is correct, you can't receive paynents
from any kind of foreign entity. In fact, we have also rules
that require Secretary of the Arny waiver for ordinary Covernment

enpl oyees once you are retired from actually working for a

foreign government as well, wthout Secretary of the Arny
approval. And so as far as | know -- and I'mrelatively new to
the area -- when you are not acting in your capacity as a Speci al
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Cover nnent Enpl oyee, many of the rules do not apply.

And so | really can't speak to you regarding that.
| can get back to you on that issue in your capacity as an
ordinary civilian, however, regarding your capacity as a Specia
Cover nment Enpl oyee, that's correct.

DR OSTROFF: O her questions?

LtCOL. RIDDLE: Just to clarify, that's only while
they are serving as a Special CGovernnent Enpl oyee?

MAJ. SERRANO That's correct.

Lt COL. RIDDLE: Wiile you are not in SCGE status
those rules wouldn't apply. So, when you are in nornmal day-to-
day duty, you could accept that gratuity for the paynment for
travel or participation?

MAJ. SERRANO Yes. I'mnot aware -- | don't know
all the rules regarding the civilian world, I'monly speaking to
your status --

DR SHOPE: Could you find out for us?

MAJ. SERRANO  Yes, | can, absolutely.

DR OSTROFF:  Dr. Pol and?

DR POLAND: Just to clarify, do you nean these
four days that we're functioning as an SGE, or do yo mean the
two-year termin which you' re an SGE?

DR OSTROFF: No, the four days.

MAJ. SERRANO It would be the tine -- to clarify

what time |'m speaking about, it's the actual time that you serve
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as a CGovernnent enployee doing duties pursuant to -- the fact
that you may be on-call is not really -- you're not really acting
as a Covernnent enployee in that tinme. Al though you are subject
to doing your duties, you are not an actual Governnent enployee
during that period of tine.

DR OSTROFF: I would say that there are
occasionally instances where you perform as a representative of
the Board -- for instance, sonme of the things that John Herbold
did in between neetings, when he was working on the PAVE PAWS
i ssue, would be considered actual time that he was exercising his
SCGE responsibilities, but if you are at Mayo or have sone
relationship with the British Governnment that you' re dealing
with, or sonething like that, that's outside the scope of the
Boar d.

Thank you, Major. Wy don't we go ahead and nove
on. Qur next presentation is from Col. Neville, and I'll just
say he's fromthe Air Force because, seemngly, every year or two
the name of the organization that he works for seens to change.
So, | guess it's still AFIERA, and he's going to bring us up to

speed on where things stand with pandemic planning. This is at

Tab 8.

COL. NEVILLE: | feel privileged to be here, and |
want to make it clear that what |I'm going to present is not ny
work, it's the work of many people and organizations. So,
hopefully that will be clear. | wasn't even sure what enblens to
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use on the slide, but I stuck with what | know

First, I'll describe just a very brief history of
the Influenza Surveillance Program and then a few highlights,
and then describe each of the pieces of the program with their

results. Next slide, please.

(Slide)
Most of the Board and audience, |I'msure, is aware
of the DOD Surveillance Program It was started in 1976 as

Project Gargle, by the Air Force, and has proceeded every year
since then, pretty nuch, but in 1998 it was expanded and enhanced
under the auspices of DOD d obal Emerging Infections Surveillance
and Response System which funds a large part of this effort at
this point.

In 1999 -- there should be a copy of that Health
Affairs letter in your packets -- Health Affairs officially
designated the Air Force Surgeon General as the Executive Agent

for influenza surveillance, and these other tasks are outlined in

that letter, | don't need to go through each one of them  That
last bullet there, "Reports to the AFEB at |east annually", is
bei ng acconplished even as | speak. And the next four slides
just a few selected highlights of the program Next slide,
pl ease.

(Slide)

The bottom here is just for the last three years,

and the nunbers of Influenza A and B isolets that are found.
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Back in May of '99, an isolet was discovered from Peru that ended

up being the same as the New Cal edoni a isol et,

whi ch was evi dence

that that strain was nore wi despread than previously known, and

that discovery led to that particular strain being included in

the vaccine. Next slide, please.

(Slide)
A nore local DOD interest, in July -- which is a
little bit of an odd tinme -- in July of '99, Influenza A was

identified at Lackland Air Force Base, and that allowed them

naturally, to administer pertinent effective preventive measures.

Next slide, please.

(Sl de)

There was an outbreak in Panama and, as | recall

being told the history, at the request of the CDC we were able to

get specinmens from Panama where Howard Air Force Base was j ust

about cl osed, but just before the last person left they got sone

isolets, and that ended up being an isolet that was -- because of

its growth characteristics, was used in the next three years'

vaccine as a CCC virus. Next slide, please.

(Sl de)

Mor e recently, a surveil | ance site was

established, with the help of DCD guys, in Uganda, and we haven't

recei ved any specinens fromthere yet, but we're expecting sone.

So, those are just four of the highlights.

And none of these

things, obviously, could occur wthout that day-to-day, year-to-
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year ongoing surveillance effort, which sonetimes is kind of
bori ng because you get the sane stuff and so on, but you never
know when a highlight will show up. Next slide, please

(Slide)

There are three pieces of the DO Influenza
Surveillance Program two main conponents, and |'Il describe this
briefly and then show sone of the results or data.

The first one is the popul ation-based conponent,
and that's really febrile respiratory surveillance, not
specifically influenza surveillance, and that's managed by the
Navy Health Research Center at San Diego, and they focus on
trai nee populations in the DOD.

The next one is the etiology-based program or
pi ece nmanaged at Brooks Air Force Base, which is really just
rolling for bugs, trying to get isolets from around the world,
and | probably should have put interactions with CDC above as
well under NHRC, | just don't know the extent of their
interactions as well as | probably shoul d.

And the etiol ogy-based program which we'll see in
a noment -- and there's a map -- which has sentinel sites, but we
al so get specinmens from non-sentinel as well as at Brooks, and
those are in actuality in the surveillance thing

And the Arny MEDCENs each do viral cultures,
clinical cultures requested by the Docs in their day-to-day

clinical care, and that's not designed as a surveillance program
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but we use the results of those clinical specinmens and try to
roll those up into the overall picture of influenza in the DQD.

; Next slide, please.

(Slide)
First, I'll just show -- this is the only slide I
have from the Arny MEDCEN data, then 1'll show sone NHRC stuff,

and then sone stuff from Brooks.

This is just the total respiratory pathogen
respiratory cultures sent to the Medical Centers labs, and the
results of them This comes to us in an Excel spreadsheet from
each of the Medical Centers through the AMSI. W don't have

(i naudi bl e) on there because the culture source wasn't clear, and

there were no influenza isolets anyway, so | just left that off.
If there are no questions, 1'll go to the next
slide.
(Slide)

This is NHRC s popul ation-based program These
are the sites that they do surveillance on the trainees there.
They collect incidence of febrile respiratory illness and
popul ati on denom nators so they can calculate the rates, and
systematically proportionately sanple those with FRI's, and those
cultures are sent to San Diego and then they can do pathogen-
specific rates and so on. Next slide, please.

(Slide)

This is the results from those training sites.
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You'll see, obviously, there's a large proportion of adenovirus
because these are training sites, and that's a problem at those
training sites. Not very nuch influenza, but there's a few
scattered in there

And Brooks and NHRC share isolets from time to
time, when necessary, whether it's adeno or influenza or
what ever, so pretty good working relationship there. Next slide
pl ease.

(Slide)

And one nmore -- this is actually influenza
infection rates at the sites, and it's seasonal peaks. Each year
is a little bit different, each site is a little bit different.
Next slide, please.

(Slide)

This wll describe how the Ar Force at Brooks
managed a piece of the puzzle. Go ahead and advance it a bunch
of times, | don't have to go through all of this. | probably
shoul d have taken off some of this. Stop there for a second.

(Slide)

At Brooks, the epidemniology and | ab peopl e provide
input to the Surgeon Ceneral's Ofice to a varying degree, and
the Surgeon General's Ofice sends the annual nessage to the
sentinel sites and all the bases, but the sentinel sites
specifically have instructions in identifying who they are and

what they are supposed to do.
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Brooks also sends the collection kits and the
supplies to those sentinel sites so they don't have any problem
with that. Those are then collected by the providers and the
clinics and so on, and sent to the Brooks Virol ogy Lab. Those
results are sent back to the providers like any clinical specinen
woul d, whether it's a project at a surveillance site or a
nonsentinel site that's just a clinical specinmen, and those
results are anal yzed and so on.

And reports are sent everywhere. And Arny and
Navy inmpute, based on the results that we get from the MEDCENs
and so on, and NHRC go into the whole analysis and reporting.
And selected isolates are sent to CDC, and there's a lot of
interaction with sequencing and all this stuff that's above ny
understandi ng, but they share that quite a bit. And Li nda,
Kannis (phonetic), if everybody knows her, she's been briefing
the VRBAC Committee on the results of the DOD surveillance, |
guess for three years now.

(Slide)

So, these are the sentinel sites, the Ar Force
manages these. The choi ce of these evol ved over many years, but
the idea is to focus on overseas cases, if possible, and the
overseas labs, like in Nepal up there, you can see in Thail and.
The stars don't quite exactly match geography, but that's
Thail and and Nepal, and South America, with the help of the

overseas labs. There's that one yellow star -- the yellow star,
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that's the Uganda site. It's yellow because we haven't received
anything fromthere yet, but hopefully soon.

And out there, that's Hawaii, which is Arny and
Navy and Air Force sites there.

DR OSTROFF: You may want to be nore careful
where you put your stars, it looks like there's one in North
Kor ea.

(Laughter.)

COL. NEVILLE: Yeah, that's not intended. There's
three in Japan and two in South Korea.

('Si mul t aneous di scussion.)

COL. NEVILLE: Next slide, please.

(Slide)

| just threwthis in there, this is fromthe Wrld
Health O ganization Wbsite, to show that the sites that we get
isolates from here and the Wrld Health Oganization, they're
either a no-report or not participating. There and -- well,
Korea, | guess, and Central Africa. You'll also notice -- go
back one slide.

(Slide)

W don't have any surveillance sites anywhere in
this area where there might possibly be sites that we could
collect some from but we found it difficult to get culture
specimens from U S. Forces that are deployed, for a variety of

reasons. That woul d be a handy place because there's no reports
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from those areas, except for India, if you want to count that.
Next slide, please.

(Slide)

This is a week-by-week summary of the nunber of
specinens that we found that came into the lab, and the percent
of themthat were positive for influenza. Actually, the peak was
like, say, Wek 2 to 10, something Ilike that. And this
represents a fair nunber of specinens that cone in from around
the world. The peak are at like 220, | believe, one week. Next
slide, please.

(Slide)

And this is just from the CDC. It basically
paral l els the same peak incidence of influenza -- the green ones
-- about the same weeks. Next slide, please.

(Slide)

The next six or so slides is just -- we can go
through them relatively quick, but it's just to show how the
season progressed.

(Slide)

The red dots are Influenza AH3. There's a yellow
dot that's Hl, and there's a blue dot that's Influenza B. So no
need to pay a lot of attention to where the dots are show ng, you
can just kind of watch it as it goes. At the beginning of the
year for the last two years anyway, Al aska at E mendorf had the

earliest significant influenza activity throughout the DOD.  Next
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sl ide, please.

(Slide)

Next slide, please

(Slide)

Next slide, please

(Slide)

Spreading out a little nore, a lot nore nunbers
There's a little bit nmore B showing up. Next slide, please

(Slide)

These little tiny dots are one case, so B is nore
spread out by March. Next slide, please

(Slide)

So the Health Affairs letter asked for a Joint
I nfl uenza Surveillance Wrking Goup, so that group neets every
year and it consists of representatives from the Services and
Health Affairs and DOD guys.

(Slide)

And these two slides are just bullet sunmmaries of
our neetings. Go back one.

(Slide)

So all the isolates that we got this year were
simlar to vaccine strain. There was nothing weird or new or
strange. NHRC presented some information that they'd done a
study on the rapid influenza tests, and | have the nunbers here

and could make a copy if you want, but they were fairly linted
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clinical wuseful ness. The specificity and sensitivity weren't
particularly great.

AFI P and NHRC are researching anbient tenperature
shi pping methods. One of the reasons it's hard to get isolates
out of deployed sites is because they have to be shipped frozen -
- liquid nitrogen -- that's a little bit of a problem So, they
presented sone information on this, but there's nothing conplete

or available yet, but that would be an exciting advance.

Little Creek, | don't know if it's an anphibious
base or what the exact title of Little Oeek is -- Naval
Anphi bious Base -- they were added to the sentinel site list.

They submitted quite a few specinens |ast year, so they are part
of that. And that's sort of a port of entry area.

W tried to do sort of a |owbudget vaccine
effectiveness study at Msawa Air Force Base, sort of an
operational site, to see if the vaccine seened to be effective in
preventing influenza, but the nunbers were too small. There was
no difference, but the nunbers were too snall to have any power,
so we can't really say anything about that.

W thought we ought to inprove efforts to market
the program to nedical |eaders, which we've done that a little
bit in the Air Force with squadron comranders and so on, to raise
the visibility and understandi ng of why it's inportant.

W felt that the DOD pandemic plan needed sone

wor k. Weren't sure exactly who should do that, but that's
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probably nmore not a surveillance issue. You can read the rest of
those. This seens to ne to be a valuable thing to try to pursue,
depl oyed forces, and we're actually trying to put respiratory
pat hogen surveillance into sonme of these exercises, annua
exercises, like Bright Star or one of those. That's a hard thing
to do, though, to get injected in those kind of exercises, but
we'll try. Next slide, please

(Slide)

There was a VA representative at the meeting this
time, and we're just exploring the possibility of getting their
information from the VA Mdical Centers around the country.
That's probably not going to happen, but that's okay. W
recogni ze there's a little bit of a problem with reporting all
the stuff to the Services and Health Affairs like the letter says
they're supposed to do, so we're going to tighten that up a
little bit.

The question came up whether we should process
ani mal influenza specinens, but we decided that's not what we're
supposed to do, so we're going to stick with human speci mens

NHRC applied for Wrld Health Oganization
Designation as the Collaborating Center, so we did that sane
thing and waiting for -- 1"m not sure NHRC ever got that final
word -- provisional. So, we haven't received any word back on
that ourselves. W just felt that that might facilitate sonme of

t hese overseas collection efforts.
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And you can read the rest of them

This last bullet here, if | recall, it was
di scussed sonetine in the past with AFEB, and the point is that
in a highly vaccinated population, a lot of the cases you're
going to see are going to be vacci nated people, and that nay just
be the way it is, the vaccine is not 100 percent effective, but
why isn't it in a young, healthy population. That's a question
that may not be answerabl e.

Ckay. | think that's it. I wasn't going to go
over those other slides in your packages beyond this backup slide
but, if there are questions, | could entertain those.

DR OSTROFF:  Thank you, Colonel. Questions? Dr.
Di ni ega.

CO.. DI N EGA: Not questions, but just a couple
addi ti onal comments. The Select Task Force that | nentioned
before is working on a DOD Response Plan for pandem c influenza
and, No. 2, Col. Neville nmentioned the VRBAC presentation. W've
been attending those neetings for the last three years. They've
asked for input. They like to get our input, and their concern,
when Roland Levindowski (phonetic) called me in '98, was they
wanted us at the nmeeting because of a need for the mlitary -- a
possibility we may need a different strain in the U S. vaccine.
So, we attend every year. W get our input in, and we
participate in the discussions.

DR OSTROFF: Thanks. I'"ve always thought that
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this is a great system It's proved to be very, very valuable
over the years, and |'msure Geg Gay, who this is near and dear
to your heart, it's nice to see all the data about other
pat hogens.

| did want to put this one up there to ask you, |
was curious about a couple of things. Wat's wong with Mdigan,
and what is all that "Qther" at Tripler?

COL. NeEVILLE: Madi gan | can't explain. [''m not
sure --

DR OSTROFF: I nean, they don't seem to be able

to isol ate anything.

COL. NEVILLE: Vell, I'mnot sure if they actually
do cultures. I've never been able to clarify that. I think
these are rapid tests, I"'mnot sure. | couldn't tell, | couldn't
tell with the e-mails and so on. So, I'm not sure what that
means.

Now, though, Madigan, after rmuch effort -- 1| got
an e-mail today that said Madigan -- from sonebody at Madi gan,
and | couldn't read the whole thing -- it was this week anyway,
that Madigan is onboard. |I'mnot exactly sure how that's going to
translate, but that would be -- others -- at Tripler, | think a
ot of those are RSV, and they're scattered, |ike adenoviruses
and parrot influenza, and occasional HSV. | think a lot of those

were RSV, though, | believe.

DR OSTROFF: | guess it gets to the issue of the
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data are only as good as the quality control over the system and
I'm just curious as to what self-correcting nechanisns mght
exi st when people see data like this, and who actually |ooks at
it and tries to work with themto fix it.

CAL. NEVILLE: W got this through Brook Arny
Medi cal Center, and they did their own kind of -- | don't know
it's an ad hoc -- or sonething CHCS where they collected this
stuff from the other Medical Centers, and basically put it in a
spreadsheet and sent it to us, and we extracted the stuff. And
there were all virology tests at all these Medical Centers, which
includes the genital herpes and all that stuff. So we scrubbed
that out and did this, and that's what we came up with. That's
about the extent of what we could get.

CO.. D N E&GA The Project Gargle, | think, is a
very good system I think participation from the Services has
been very, very -- | think what we'd like to see, as we discussed
in the Working Group meeting at Brooks is, personally I'd like to
see nore participation not only from other Services, but from
overseas sites. In watching the spread of flu every year, nost
of it comes from the Far East, and so those sites is where |
think we can add the nost to an overall national surveillance.

The Arny, for sonme reason, | think, Jeff, in our
di scussions, they're going to try to see if they can get nore
participation from Arnmy sites, but | think the data we need is

nostly from overseas sites.
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Keep in mnd, the <civilian system |ooks at
i nfluenza and influenza only, so sone of the questions that cone
up at the VRBAC are questions on efficacy, questions on the
nonrecovery rate -- because the recovery rates for influenza are
very low and there's not that nuch effort in looking into other
etiologic causes for the febrile illness. So, they don't
routinely look for other categories, and whereas | think our
basic training surveillance always |ook for adenovirus, flu and
ot her causes, but it's a very good system and it is a little bit
cunbersone in the shipnent. And did you nention -- you nentioned
anbi ent shi pping, but that means we don't get any chance to grow
any isolets, right?

CO.. NEVILLE Wll, at the present time, just
like the PCR that's what they're working on, is preserving the
virus particles so they are culturable when they get to the lab
usi ng an anbi ent tenperature transfer medi um

| forgot to say one other thing, NHRC did sort of
a retrospective vaccine effectiveness study using all the cases
from those training centers, the FRI cases, controlling for age
category, gender, location, week of training, season, ora
tenmperature, and days of synptons, and they had a sanple size of
al most 5500 from nine sites over four seasons, and they said that
those who had a positive culture for influenza were 7 1/2 tines
as likely to have been unvacci nated, or vaccinated less than 14

days. So, that's an indication that the vaccine seens to be
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working in this popul ation.
DR SHANAHAN: Pardon ne if this is a bit of a
nai ve question, but related to that |ast comment you nade, your

last bullet showed that 85 percent of your isolets were from

i ndi vidual s who had been vacci nated. How does that stand with
other database -- to me, that's a rather surprisingly |large
nunber .

COL. NEVILLE: It's surprising to ne, too, but the
nunber of people who are vaccinated is pretty large, and the
coverage may be in the order of 80 percent of Active Duty are
vacci nated every vyear, sonmething like that. Each site is a
little bit different, but sonething like that. So there's going
to be a lot of people who were vaccinated, and there's going to
be a | ot of disease exposure out there, so there's going to be --
if a vaccine is only 70-sone percent effective, there's going to
be a lot of cases in unvaccinated. And this isn't a systematic
sanpling, this is whatever we get fromthe clinics. So, ny guess
is that sone Docs may be nore likely to culture sonebody who has
been vaccinated to see what's causing this illness, than somebody
who isn't vaccinated. There's no way for us to know that.

DR GARDNER Just a point of clarification
Several places you're doing influenza vaccine effectiveness
studies, you're doing what you call a Survival Analysis. I
assune these aren't deaths, so tell nme what you mean by that.

COL. NEVILLE: Survival to a respiratory visit.
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DR GARDNER Survival of what, the patient, or
the sol dier?

COL. NeVILLE: Survival just neans that they are
heal t hy, healthy, healthy, get a respiratory visit at the clinic,
that's the event, survival to that event. That's just the term

of that analysis.

DR SHOPE: Is your system set up so that you
woul d collect data in the Southern Heni sphere? | notice you have
Peru on there, and Ecuador. Ecuador is on the Equator. And if

we were going to deploy troops in the Southern Hem sphere
sonetine, would the season be different for influenza?

COL. NeVILLE Yes, the season is different, and
we don't have mlitary bases in that area, so we depend on the
overseas | abs who have contacts and so on in those countries, and

| believe the Peruvian cultures were from Peruvian mlitary

personnel, and Geg wll talk about NHRC s efforts down there a
little bit, too, | guess.
DR GRAY: This is Geg Gay. I know that Col.

Sanchez in Peru has got a network | think that will soon involve
ten South American nations, and they will be receiving -- | think
they initially go to Lima and then they are shipped to San

Antonio, at the laboratory Project Gargle. So, in the very near

future -- | think he's already maybe got five or six sites up,
but in the very near future it will be even broader and better.
COL. NEVILLE: And the laboratory -- | can't
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remenber her nanme, from Peru -- she canme to our lab to see how
it works and to set up a lab in Peru to do that sane culture
stuff.

COL. DDNEGA: There are two issues with influenza
besi des the pandem c response that | think are very pertinent to
the military. No. 1 is the Southern Henisphere issue and the
influenza vaccine that is used there. And when we deploy to
those areas, that vaccine is not licensed for use in the US
So, technically, we can't access that vaccine for routine use in
our soldiers or mlitary personnel.

The other issue that is inportant to the nilitary
is one of expiration date. W like to vaccinate our recruits
year-round with influenza. The expiration date, the |last several
years, of the vaccine has been June 30th. So, until we receive
new vaccine for the next season, our recruits go unprotected
agai nst influenza. And Jimand Geg can tell you that we do have
cases of influenza year-round.

COL. NEVILLE In part because -- at least at
Lackland -- that we get trainees from South America, Spanish-
speaki ng countries, year-round. And there's that one a couple of
years ago in July.

DR OSTROFF: | guess |'d ask Pierce or whoever to
coment on the protective efficacy during peak influenza season,
if you are adm nistering the vaccine that far in advance.

DR GARDNER I think the ACIP certainly feels
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that the vaccine does offer protection that far in advance.
Although there are sone waning antibody Ilevels, it's still
thought to be useful, and the antibody wanes less rapidly in
younger populations. So, | think it would be useful to give.

CO.. NEVILLE: And we're also |ooking for coverage
during those training nmonths that are early on in their career
during the sumer and fall.

DR GARDNER I'm surprised that the expiration
date is that rapid of the vaccine. 1'd like to know a little bit
nore about that and whether that's valid or not.

COL. DDNEGA: There's been a few occasions in the
past where the expiration has been a year, it's lasted a year,
but ny understanding is nost people prefer the early expiration
so that there's no confusion when the new vacci ne cones out.

CO.. NEVILLE: It's relatively arbitrarily set
just to avoid --

CO.. DI N EGA: You have to buy nore. You know,
Rol and Levi ndowski at FDA says there's no issue with the potency.

DR OSTROFF:  Jeff.

COL. GUNZENHAUSER  Just a comment and a questi on.

| can try to help with this particular issue here. | presune
this has all been informal. [|'mnot sure how the | ab data cones
in and all that, | don't know if our lab consultants are
i nvol ved, et cetera, but | can certainly get involved and try to

clear up what this slide neans and get sonme good comruni cati on.
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For exanple, this rapid diagnostic test issue, | just didn't know
that the NHRC had done sone type of analysis. | think it mght
be good to get that information and get that shared ambng our
MEDCENs and get sone discussion going on best how to do that but,
anyhow, | can try to help with this.

One question | had, on the slide you showed, |
thi nk, about influenza at basic training. | thought | saw rates
per hundred per week and some peaks that were rather higher than
I was aware. I don't think we have visibility really on that.
I s anybody anal yzing specifically those rates and what they mean?
Has sonebody taken that |ab data and gone back and | ooked at the
real norbidity experience and trying to | ook at what that neans?

CAL. NEVI LLE: I don't know That's NHRC s -- |
don't know if they've done |ooking back at norbidity, hospital
days, that kind of thing. | don't know that.

COL. GUNZENHAUSER:  Ckay. Because | think that's
sonething that needs to be -- | saw, for exanple, on the slide --
for exanple, there -- | nean, it's a little while ago, but it
| ooks like you ve got a peak approaching .5 per 100 at an Arny
Basic Training Base there in Ft. Jackson. In other words, that's
pretty high respiratory disease rate, even though it's not an
epidemc, but it's a pretty high background rate of flu that I'm
not sure we had visibility on certainly at that tine. And nore
recently, we've had some problens again, but | don't think that

within the Arny training community we have know edge of this
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going on. So, | think we've got to tie that together better.

CO.. NEVILLE: That's a good point. That's a good
point. The cutoff of 1.5 per 100 per week is for FR general and
this is cause-specific, so there probably should be a |I|ower
threshol d for an out break.

CO.. DONFEGA: Then | guess the question would be
i ke the discussion yesterday concerning here at Wst Point how
much of this is truly diagnosed influenza -- this is isolets?

('Si mul t aneous di scussion.)

CO.. BRADSHAW This is Col. Bradshaw The
problem with this is it is viral culture proven, but the tine
sensitivity is limted by how long it takes to get a specinen
back, get that actually viral culture done. And what's your
turnaround at the lab, is it a couple weeks?

CO.. NEVILLE: Vell, it's a couple of days when
one grows positive, but a negative result won't get reported for
two weeks.

COL. BRADSHAW So there's some delay in being
able to really sensitively interact, which is why when we
mentioned earlier using ADS and ESSENCE to do ILI surveillance,
then we can get in there and maybe get these specinmens turned
around faster so we get culture confirnmed sort of things.

W've had problems in NHRC and actually an EPI
outbreak investigation that Brian Feiner (phonetic) did that

showed that the rapid diagnostic test had some cross-reactivity
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with adeno, and in a training center that's a problem thinking
you have influenza when it's really adeno. So we really do need
viral confirmation in settings like this.

CO.. NEVILLE: That NHRC program wasn't designed
as a rapid response public health thing, but nore of a
surveillance thing, so the level of specinens are back-shipped
and so on, so the tie-in was nade really to that.

COL. GUNZENHAUSER | under st and. | just think,
even retrospectively looking at the disease experience and
understanding the etiologic fraction that flu mght be
contributing woul d be a very useful thing to nake sure we do

DR OSTROFF: O her comments or questions? Geg?

DR GRAY: This is Geg Gay. |'maware that the
DOD has been contenplating coming up with a pandem c response
plan for the nunber of years, and | applaud Col. D niega s
coment that they're working on it. I just want to enphasize
that | think that's really inportant and sonething that the Board
would be interested in given the recent pandemc in Madagascar
with some 500 deaths and sone other reports of some unusua
conbi nati ons of influenza antigens. So, it just seens very
prudent to have sonmething in the works.

CO.. G@BSON  This is Col. Gbson, Health Affairs

Could you expand on that Msawa effectiveness study, what was
the sanpl e size and how many nmonths did you run that study?

COL.. NEVILLE: It was through the whol e season, so
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Cctober through April, | believe. | have the nunbers in front of
ne, but it was the whol e base popul ation, which is about 5, 000.
And we were |looking for -- sort of passively looking -- we didn't
do any interventions and "cone get your flu shots" or "if you get
sick", you know, any of that kind of stuff. W just wanted to
passively observe what happened at an operational base. e
pi cked overseas because all the health care visits are likely to
occur at the MIF, not in the community -- sone, but not many.

COL. GBSO\ And your end point was visits for --

COL. NEVILLE: Respiratory illness.

COL. @ BSON: Ckay. Thank you

COL. NEVILLE I guess | should ask one other
qguestion, which was nentioned by Dr. Riddle yesterday. This is

supposed to be an annual summary briefing to the Board, and the

question is whether the fall is better, or the spring, or which?
Here, we have all the information from the whole year. In the
springtine we'll have prelinmnary information. It's up to you
all.

CO.. DNNEGA: As far as timing, historically, the
Board did have a lot of say in the VRBAC, what the VRBAC does,
the flu strain selection, and recently it's beconme an info to the
Board because the offsite going to the neetings never coincided
and our input wasn't really asked for until about three years
ago, and that's when activity started picking up as far as

participating in the national effort.
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The VRBAC neets the end of January, and the first
two strains -- the A strains are selected during that -- well, at
least two out of three strains are selected at that nmeeting.
Usual ly, the B strain is the one they have difficulties wth.
And they want to nesh that with the WHO selection, and the WHO
neeting occurs February, and the last strain selection for the
U S. vaccine occurs no later than March because of the nine-nonth
-- or the six-nonth timetable needed by the nmanufacturers to
produce vacci ne.

So, if there's going to be any input or review of
the programwith recomrendations, it would have to be done before
the VRBAC neets the end of January. And | know there's a meeting
in February for the AFEB. So, unless we can use the Infectious
Di sease Subconmittee prior to that to help review the available
data so that we can get any comments or recommendations before we
go to the VRBAC neeting --

DR OSTROFF: I don't have particularly strong
feelings about when we receive the annual report because | agree
with Ben, | think that there are things that have to be done wth
the data that shouldn't be necessarily tined to the annual
report. M personal preference would be that we have the report
after the flu season, and that would nean preferably in the
spring neeting.

| do think that for those of us that are on the

D sease Control Subcommittee, | don't have any problem with
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havi ng sone sort of a conference call or sonething like that, to
revi ew where you stand and what your reconmendations are going to
be for the VRBAC neeting sonetine in January. | think that would
be fine. Does anybody el se have any thoughts about that?

COL. DI N EGA The other comrent | have is that
the Laboratory Surveillance Wrking Goup neeting is usually held
in May, and then this year we had a DOD Influenza Program review
in June, and we want to do that again next year. | think it
worked out very well. There was an effort to try to conbine the
Lab Surveillance neeting and the DOD Program Review at the sane
time. It didn't work out. So, if you want to get the annual
report during the May neeting, then we can work at noving our DOD
Annual Program Review earlier so that you can see what the
recommendati ons are that the annual reviewis.

DR OSTROFF: Any other thoughts? | nean, that
would be ny preference, if at all possible. The spring meeting
tends to be in md-My, so that would work for us.

Thank you very ruch. W're running a bit ahead,
whi ch always warns ny heart, so let's go ahead and take our 15-
mnute break, and if we could all be back by five mnutes to
9:00, sinceit's 20 of.

Rick has one or tw coments, admnistrative
matters

Lt COL. RIDDLE: One request, for those individuals

who are going to the airport today, whether you need a ride or
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have a ride, like a rental car, if you could get with Karen and
let her know so that we can group the rides and group the tax
needs, and also for individuals going to the airport tonorrow,
we'll try to group the rides and group the taxis and get folks
t here.

DR OSTROFF: One other question, R ck, when do
you want to do the group photo?

Lt COL. RIDDLE: Let's do the group photo before we
adjourn for lunch, and that wll get everybody, because | know
sone people are leaving early this afternoon

DR OSTROFF: (kay. Five of.

(Wher eupon, a short recess was taken.)

DR OSTROFF: Let's go ahead and get started. As
I think was nentioned yesterday, John Gabenstein, who has been
such a regular presenter to the Board, is unable to come up to
the neeting because he's fully engaged in a variety of different
i ssues related to what Col. Bradshaw is going to be tal ki ng about
over the next few ninutes. So, Dana, thank you very rmuch for
being willing to give the presentation, and we'll hear the AVIP
update on ant hrax and snal | pox.

CO.. BRADSHAW  Wuld you like me to go through

these consecutively and then we'll discuss both of them at the
end?

DR OSTROFF: I think why don't we take them one
at a tine.
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COL. BRADSHAW  Ckay. First of all, | just want
to send regards fromJohn. He would have |oved to have been here
but, as you can well inagine --

DR OSTROFF: And probably woul d have preferred

CO.. BRADSHAW Yes -- he has certainly had his
candl e burning at both ends and stretched all directions, as you
can imagine, but | wll try and fill in and give a poor
substitute here but, in that respect, | wll rely upon Col.
Diniega, who has also been obviously very involved in these
situations, and folks |ike Ken Schor, who worked closely with the
anthrax program and others to give their input. And at any
nmorment, if anybody wants to interrupt or add, feel free to, and
then we'll leave time at the end to discuss collectively these
very inportant issues. So, first of all, we'll begin on the
update on the anthrax vacci nation. Next slide, please.

(Slide)

As you are well aware, the AVIP program began in
March of 1998, and we had program sl owdowns nore recently in the
year 2000-2001. W've had up to the present tinme over 2 mllion
doses given to just over half a mllion service nenbers. And
during this time, the FDA has approved BioPort's |Ilicense
suppl enent. That occurred as of 31 January of 2002, this current
year.

Some of the lessons it learned in the travails

that we've had during this time are highlighted here. One is we
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want to ensure a continuous supply of vaccine. |[I'Il show a slide
later that kind of denonstrates what's kind of happened because
of our supply problens.

W want to make sure also that we do our job on
ri sk communi cation well, which nmeans that we have to educate all
of our customers as early as possible and as conpletely as
possi ble, and that includes not only the troops, but the fanmly
nmenbers, certainly our health care professionals who are actually
the first on the front line in terms of communicating with people
about safety of vaccine, and we encounter problens if they don't
really know their risk communication nessages well either, and
then al so the general public because we have a larger public that
has becone involved in this issue.

The risk-benefit ratio is a problem because it is
percei ved differently for biowarfare vaccines. Until OCctober of
| ast year, we actually had never had an anthrax attack of any
type, and people were getting vaccine, and the perception of risk
sonetines differed with what they actually felt like it mght be
and they perceived that the risk from the vaccine in sone cases,
to them was larger than actually the risk of being attacked wth
ant hr ax. Now, that has changed. It will be interesting to see
how t hi ngs go now.

The other issue is that published science is
critical to credibility. There is a quote that | found from Mark

Twain that | think is relevant here, where he says at one point
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that "A lie wll travel half-way around the world before the

truth pulls on its boots". And that certainly pertains to runor

versus published peer-reviewed science. And it's very difficult

here. W all know that risk comunication is a |ot about

enotions nmore than it is about facts, but it's still inportant to

get those facts out there for the rational public,

and that maybe

80 or 90 percent of the people may not be swayed by enotion one

way or the other. So, that's just a point about that. And,

fortunately, we've got the I1OM review of anthrax vaccine that's

occurred recently, and has been very helpful, |

si tuati on.

think, to the

W also need comrand and | eadership invol venent,

that's definitely a key to local success. Unfortunately, we had

one exanple of a failure of that that happened a few years ago.

Next slide, please.

(Sl de)

This is a slide that | want to nention. The real

delay in the program conpletion or progression has really been

the delay in supply of vaccine. And while we were waiting for

FDA licensure BioPort, we had a significant drop,

of course, in

the nunber of our service nenbers that could be protected with

the vacci ne. Now that we've had FDA approval,

the supply of

vaccine has gone up significantly, and we are ready to try and

progress with this program Next slide, please.

(Slide)
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So, here is where we are. The Deputy Secretary of
Defense signed a neno in |ate June. DOD has decided we wll
resume the AVIP consistent with the FDA guidelines and our, of
course, best practice of nedicine. Qur policy currently is to
i mruni ze personnel depl oyed nmore than 15 consecutive days in the
hi ghest threat areas. Any exceptions to policy will be through
the Chairman of the Joint Chiefs of Staff and the Assistant
Secretary of Defense for Health Affairs. Areas are specified in
Servi ce nmessages, and these are focused mainly on the area of the
Arabi an peninsula. Next slide, please.

(Slide)

Again, inplementation inperatives, just to revisit
the nessage. W want to educate and conmmunicate early and often.
W have revised the trifolds that are given out to service
nmenbers and others. W have vaccine information sheets that have
been devel oped with the cooperation of the Centers for D sease
Control and Prevention. W have briefings together. W have the
tel ephone hotline that is available. The nunber is up there. W
have the Wbsite, and we have e-nmail nessages that nay be
submitted. So, all this is in place and has been updat ed.

W want to, of course, document pronptly in our
i muni zation registry so that we can do post-marking surveillance
and safety surveillance very well. W need to do that with high
precision. W' ve had sonme questions about that, and we certainly

want to try and nake sure that's the best that we can do.
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Certainly, if people experience problens, we want
to get them good health care, take care of the service nenber
first. W also need nore support for the Reserve Conponents, and
we're going to try and do that through the Mlitary Medical
Support O fice. And, again, just do things with common sense and
with flexibility, that's always inportant.

In addition, though, we now, after, again, Cctober
of last year, have the issue of trying to act in concert with
civilian and other Governnent requirenments, and there's been a
significant need and request on the part of the Departnent of
Health and Human Services for anthrax vaccine, so we have sone
doses reserved for them and for the civilian needs. Next slide,
pl ease.

(Slide)

Some details, the meno from the Under Secretary of
Defense for Personnel Readiness on 6 August '02. The Arny
remains the Executive Agent for inplenentation of the anthrax
vacci ne program W've discussed nedical exenptions and
admini strative exenptions and tried to nmake sure the services are
all consistent with those.

The services wll audit docunmentation, that's to
i mprove the issues that have been raised about our immunization
registries, making sure that we have the right information in
t here. These things wll be reviewed by the Department of

Defense |1 G
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The Service Inplenentation Plans are ready for

signatures by the various service SGs. Vaccine
punp is prinmed at over 100 locations, and we
shi pment s of vacci ne.

W have the new safety resource.

di stribution, the

will escort large

Renata Engler is

headi ng up the Vaccine Healthcare Center at the Walter Reed Arny

Medi cal Center. That is our first one. W're looking into

actual ly getting addi ti onal Vacci ne Hea

| t hcare Centers.

Di scussions are currently underway with Portsmouth, Norfolk, and

also Wlford Hall Medical Center.

Shots again are to be made over

the deltoid, not

over the triceps. There were sonme signals in the safety data

that there were sone peripheral neuropathies

whi ch woul d, of

course, bhe nore of a problemwith inflanmation and an injection

given over the triceps, so we've noved to
everybody gets that in the deltoid area.

Al previous doses wll count,

recommendi ng that

so people like me

that had four, and we went through the supply problem if |

restarted, then I would just resume where | had left off. The

shots are slated to resune later this nonth,
Septenber and, again, as | nentioned, the hi
wll be the first to receive shots.

And, again, just to beat the nme

on the 20th of

gher threat areas

ssage in, we want

to do this with flexibility and comon sense. Next slide,

pl ease.
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| guess that's actually the end of our brief. So

['l'l pause at this nonent and wel cone comments or questions.

DR OSTROFF: | have one, or a couple of
guesti ons. One is, the first thing you mentioned is assuring
that there is a steady supply of the vaccine. G ven recent
di scussi ons about the potential for conflict with Irag, | assune

that that would be considered a higher risk area and would be
consi stent with the Arabi an Peninsul a.

Is there enough vaccine to ranp up receipt by
| arge nunbers of personnel, since you are basically tal king three
doses here?

CO.. BRADSHAW M understanding is that | believe
there would be, although |I don't have the specific nunbers on the
tip of ny tongue and, of course, sone of those things would get
into any issues about OPS planning and et cetera, which specific
nunbers we probably woul dn't be able to give out anyhow

CAPT. SCHOR This is Capt. Schor. That's the
central question that we're being asked from the service
| eadership, and | think that's true for nost of my colleagues.
When are we going to have enough to support the President, and
it's a very tinme-dependent answer. It changes nonth-by-nonth.
That's the best answer | can give you in this fora.

DR OSTROFF: The problem is, that's not a great
answer. That's where we were before.

DR CAWMPBELL: | have a related question. If you
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are only going to be inmmunizing people deployed to forward areas,
do you have plans in the future to immunize everybody in the
mlitary, even in the Continental United States, because of the
potential for attack here in the United States? Wiat are the
plans for overall mlitary inmunization?

CO.. BRADSHAW Ken, go ahead, because you' ve been
nore involved actually recently than | have.

CAPT. SCHOR This whole issue prior to the
DEPSECDEF menmo of 28 June was there are a nunber of contentious
issues that the CNCs and the service Chiefs were very adamant
about and, to a large degree, lost on.

One of the issues was there is no specific
| anguage for a total force policy in the current policy
announcenent, it is only based on threat. So, the answer is no,
unl ess SECDEF deci des to change that.

There are sone other issues about the 15-day rule
that we have to live with, that's in stone right now. W wanted
to be able to, as vaccine becanme nore available, go down to a
one-day or zero-day same thing. You know, one day in a higher
threat area, you should be covered.

So, that's just part of the things that we have
been struggling with since February.

DR GARDNER Can you bring me up to date as to
whether the looking at different vaccine schedules and total

nunber of doses, is that the same as previously, or are we
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CO.. BRADSHAW There are studies underway and,

actually, | don't know if Geg Poland could speak to this, he

probably could, but there are studies underway to |ook at that,

but | don't think we're anywhere near getting a package insert

change. Geg, go ahead.

DR POLAND: So the current system will be the

sane dose, sane route of admnistration, we and four other sites

are right now conducting a study looking at the feasibility of

reducing it to as few as four doses, to as little as every other

year boost er s, and admi ni stering it I M

rat her t han

subcut aneousl y. Those interim results won't be available for

anot her year or two.

| mght just nake one comment about that since

we've given -- you know, it's not a huge experience so far, but

150- some- odd doses, a nunber of people have received three or

nore doses already and, frankly, we just don't

local reactinogenicity that you see in some

find even the

of the ol der

literature. W just don't see it. I nmean, people rate their

| ocal reactions zero to 1. W have yet to have a 2, 3 or 4.

COL. BRADSHAW Geg, is that sub-Qor IM

DR PCOLAND: W don't know.

CO.. BRADSHAW No, | mean are you giving it sub-Q

or I M
DR POLAND: W're giving it both.
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COL. BRADSHAW Ch, you don't know yet.

DR POLAND: We're blind to it. And we just don't
see any reactions.

DR OSTROFF:  John

DR HERBOLD: Dana, could you refresh ny menory
just briefly about how the injections are docunented and how t hat
-- is that stored electronically for --

COL. BRADSHAW Yes, all three services have
i muni zation, electronic immunization registries. For the Air
Force, it's AFCITA, Ar Force Conplete I|nmmunization Tracking
Application. |It's MDs, MEDPRGs for the Arnmy, and then it's SAMS
for the Navy. And so it's entered electronically, includes al
the requirenents including Iot nunbers and site, et cetera. The
service nenber by nanme, including his Social Security Nunber.
That information is transmitted to a common imunization registry
or archive at DEERS, and then data is also forwarded to Mark
Rubertone's shop with the Defense Medical Surveillance System
So, what we have set up, which is simlar to the Vaccine Safety
Data Link Program is the ability to link that inmrunization
registry information with health outcones that we get from the
Anbul atory Data System and the inpatient data record. So, that's
part of our safety surveillance and post-nmarketing surveillance.

CAPT. SCHOR: | would just like to make one
coment, and that goes back to the last slide that has

impl enentation details and talks about service inplenentation
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plans, and the comment or question is how ponderous does a
programlike this have to be in order to execute?

| ook at perhaps the first five bullets here and
| see nothing but barriers, having suffered through them over the
last six to eight nonths. This is too hard, far too hard, to
cover and protect a force. Maybe it's an issue with how we have
all of our overall vaccine policies, but if we had to execute
progranms for tetanus, for influenza, for all of those vaccines
like we're trying to do for anthrax, we would not be ready for
any of those other endenic diseases.

So, | would just ask the question -- and perhaps
the Board at some point could have a comrent -- and that is, how
do you balance this as a special inmmunization program for BW
preparedness against trying to get this done and deal wth it
just like another vaccine? Wy are we treating it so
differently? Wiy do the services have to brief that to OSD
level? | nean, it's just -- and that's for consistency, | can
under stand sone of that, but we don't brief influenza prograns to
-- you know, back up the chain. It flows in one direction, and
these are barriers. | see huge barriers because I've run into
them over the last four or five nonths, head on, repeatedly. And
we still don't have shots in the arns.

DR OSTROFF: Vell, | guess ny concern is, you
know, a start date of Septenber 20th, by ny watch, is tw days

fromnow Do all of the services have in place what they need to
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have in place to actually begin inplenenting this, and are there
tracking systens in place, and do we know where the vaccine is
going -- because in many ways, logistically, this particular
policy is much nore difficult to inplenent than full Force
protection because it's a |ot easier when everybody gets it than
to try to pick-and-choose who's getting it and who isn't, and
when they can deploy and when they can't deploy, et cetera. So
in many ways, even though you're talking fewer nunmbers of shots
in people's arns, the tracking cure and the selection process is
really problematic. And I'mjust curious as to coments fromthe
various services about how they are going to do this because |
personally don't see it.

Lt COL. WOODWARD: This is LtCol. Wodward, from
the Air Force. W are actually, certainly, very ready and, in
fact, we're probably having to rein in our people who are ready
to inplenent this program i mediately, poised with the education
materials. Qur tracking systemis ready across the Air Force and
has been exercised for a couple of years

And the other thing | guess | would say is that --
froma different facet to what Capt. Schor is saying -- is that
this, for the Air Force, is a line program This is a force
protection program that is being endorsed and chanpi oned by the
Chief of Staff of the Ar Force who has assigned program
ownership for the anthrax programto a line General Oficer. And

so we think that this is being nmarketed and advertised, and the
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expectation is that line conmmanders wll nake sure that the
troops who are designated for anthrax vaccine get the vaccines
they need, and the nedical support is ready to do that and to
nmake sure that that happens, as well as all the tracking actions.

DR OSTROFF: Jeff.

CaL. GUNZENHAUSER | think the plan here is we
have a service inplenmentation plan. | know ours has been very
wel | staffed. There's been a lot of discussion and questions

about it. The information products are out there.

It's a question of which troops need it, and I
know before there were very good systens in place to nmake that
comuni cation happen, and | know there's been discussion about

that now And | realize that with deploynments there's going to

be confusion about which units. I've gotten lots of queries
nyself fromlots of folks, and it will be a challenge. | agree
that that's going to be a challenge, but | think there's been a

ot of planning in place that |I'm aware of to, if not guarantee,
will be nearly conpletely successful as this. That's the way |
see it.

DR OSTROFF: The ot her Jeff.

CAPT. YUND: This is Jeff Yund. 1'd just like to
mention that while certainly the program has been quite a bit
contracted from before when it was total force, but in addition
to that it's going to be phased in, and what's going to start on

the 20th of Septenber will be people who are already in-theater.
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So, there isn't going to be a big rush to get everybody who is
eventual ly going to be covered inmmunized right away, it's being
done in a steady phased fashion with the people who are at
hi ghest risk, those people who are already in-theater, being
covered first.

DR OSTROFF: That sounds great if nothing
happens. If nothing happens, then you can phase in gradually
over time those who you want to vaccinate, but |I'm concerned that
events are going to overtake you, and that raises the question
that | said before. No. 1, is there enough vaccine to cover that
and, No. 2, are those contingency plans in place -- because it
m ght be great to plan for just dealing with those people who
currently are in-theater, but | don't know what relevance that
has over the next two nonths. Again, | realize that we're
tal ki ng about things that we can't talk about in this venue.

CO.. BRADSHAW I think this is the sane
difficulty, | think, whether you're thinking about anthrax or
smal | pox - -

DR OSTROFF: O flu.

CO.. BRADSHAW Exactly. Wwere is it going to pop
up, and how do you prepare for that? And so you have to take, to
a certain degree, some know edge about the agents and do sone
probabilistic thinking about it, and then try and put it -- if
you can't do everybody at once, then you have to do it in sone

kind of prioritization. And so this is sort of where we're at
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with it. | think anthrax -- ny own thinking about it is it's
nore of a tactical kind of weapon, and so you really need to get
your people in the areas, especially where you think it mght be
used, done first. And so that's part of the thinking here.

It may change a little bit when we talk about
smal | pox, but -- and then if you find that it pops up sonewhere
el se, then obviously you're going to have to nove it to where it
needs to be noved, and hopefully your supply wll support all
t hose thi ngs.

DR OSTROFF: Qher coments? | just feel, based
on the track record that we've had with this particular vaccine
| see red flags all over the place, and maybe |'m being a little
too pessimstic about your ability to pull this off, but | do
think that this is an issue that the Board is going to want to
follow very closely. And | mght suggest that being that our
next meeting isn't until February, that we rmay want to take the
opportunity possibly to have a conference call in the interim to
see how everything is going because | have real concerns, and I
usually don't express themthis openly, but | have real concerns
about this. | just think it's going to be very problenatic, and
we want to nmake sure that you're able to do this in a way that
will mtigate sone of the difficulties that we had before.

CO.. BRADSHAW Are your concerns -- and | just
want to make sure |I'm clear on what concerns you're raising --

one, docunentation and, two, being able to find these people or
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whonever has been designated and actually get the shots in arns.

DR OSTROFF: And No. 3 is supply.

ca.. BRADSHAW Suppl vy, which has been a
significant problemin the past, that's true.

DR OSTROFF:  Ckay.

DR PATRI CK: Steve, I'm trying to figure out a
way to operationalize your concerns because | think I, too, share
some of them Are there benchnarks? | nean, essentially, what
you're talking about is sort of the operational feasibility of
these plans, and then the rapid scalability of them And are

there quantitative benchmarks that could be the subject of that

di scussion that might occur two nonths hence -- the conference
call -- how can where we think we need to be be benchmarked in
sone way so that there can be a nmarker, if you will, that the

Board could be informed of as to whether the scalability plans
are, in fact, working? |'mafraid |I'm not being entirely clear
on that. Ken, can you help me out on that?

CAPT. SCHOR Per haps. One of the thoughts that
we're trying to provide, that |I'm thinking of, to provide the
Commandant a one-slide update is over the secure |Internet,
classified Internet, is to develop a Wb reporting tool that
allows himto identify the proportion of forces identified as at-
risk, as being up to date on their imunization, whether they are
restarts or newstarts, and probably 70 percent of the operating

forces of the Marine Corps are going to be newstarts.
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DR PATRI CK: This is alnbst a basion kind of

t hi ng. I mean, if there's sone projected nunber of folks that
m ght be, that what we could say now would be deployed -- and,
again, | don't want to get into the secure sorts of things -- but

if there could be sone estimate, and we say it's unacceptable to
have less than 80 percent of those clearly in the pipeline, or
whatever, that that night give us sone benchmark, and it might
also clarify what our thinking is as a group and a little bit of
how we put whatever pressure we can put on to assure that the
concerns that you are raising are, in fact, addressed.

CAPT. SCHOR  The population at-risk is right now
projected by the services, whether it's under the current scope
of the program or anything beyond that. That will get refined in
the near-term through some planning conferences to see if there's
enough seats on planes, or ways to get people there, or how
acceptable the plans are. That's when there's sone refinenent of
nunbers and you can nore clearly identify the popul ation at-risk.

DR PATRI CK Are the population at-risk nunbers
cl assified?

CAPT. SCHOR: Absol ut el y. They' ve  been
conpart ment ed.

CO.. BRADSHAW I can envision where without
putting denominators in, you could show a percent vaccinated, but
even that might have strategic or tactical inplications. | nean,

it's something we'll have to talk with the Joint Staff and the
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progr am
CO.. DI N EGA The benchmark is 100 percent of
those at-risk. | nean, that is the benchmark.
CAPT. SCHCR That's the Commandant's benchmark,
by the way.

CO.. BRADSHAW W could show you a percentage of
those at-risk who have been vaccinated, wthout show ng
denoni nators, but we'll have to see --

CAPT. YUND: You could make a good argunent that
that percentage woul d be cl assifi ed.

COL. BRADSHAW  Yeah.

DR OSTROFF: VW'll work on it. Ckay. Vell, if
that one wasn't difficult enough, let's nmove on to small pox.

(Laughter.)

COL. BRADSHAW You ain't seen nothing yet.

W'll go ahead wth smallpox, then, snallpox

preparedness. Just a little brief history update.

(Slide)

As you'll recall and probably many of you are
aware, in the Revolutionary War time frame, the U S -- it wasn't
the US at the tine -- but the Continental Forces lost the

Battl e of Quebec, and one of the issues that was there was the
i ssue of smallpox -- DNBI, if you want to put it that way -- and
after that tinme, Washington decided to order the variolation of

the Continental Arny, and the reason, of course, for that -- our
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Canadi an colleague mght have actually been in a different
uniformthis week if he had been this earlier, but it didn't turn
out that way -- but this is one of the first exanples of a
mlitary commander, at least in the United States, ordering a
prophyl actic vaccination in order to prevent the incapacitation
of an arny, and that's really what we're tal king about here.

Now, we're not usi ng variol ation now.
Fortunately, w th Jenner using cowpox virus from a mlknaid, he
was able to successfully show that it could prevent subsequent
smal | pox in a young boy that he used this process with.

And then over a nunber of years, it's come to what
we currently use, which is the vaccinia virus, for the sane
pur pose, what we now know as the snal |l pox vaccine, although it's
not smallpox virus itself, it's the vaccinia virus which cross-

reacts another type of orthopox virus.

In 1949, as part of the success of this programin

the United States, we actually had our last case -- | believe
this was in New York Gty -- and then in 1972, the chil dhood
smal | pox vaccine recomendations were rescinded. Now that has

resulted in anybody in this country who is 30 years old or
younger has probably never had snal | pox vacci nati on.

In 1976, that sanme reconmendation for healthcare
workers was al so rescinded. And in 1980, the Wrld Health
O gani zation officially declared small pox eradicated as a result

of the worldwi de canpaign, of which D A Henderson and nany
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others were instrunmental in kind of doing this historic and
| andmar k kind of first eradication of a disease by vaccination.

In 1984, even despite that, the mlitary continued
to vaccinate recruits, and in 1984, really because of limtations
with the availability of vaccinia immune globulin, we had kind of
fits and starts, and actually interrupted that due to shortage of
VI G And in 1990, the DOD actually "tenporarily discontinued"
smal | pox vaccination, but we have not vaccinated in the U S.
mlitary for smallpox since then, except for the special
i muni zation prograns in laboratories such as at Ft. Detrick,

USAMRI I D, where people are actually working with orthopox type

Vi ruses, and other |laboratory workers. So, that's the
[imtation. W no longer have vaccinated recruits or nilitary
at-1large.

So, where do we stand today in 2002? Wll, about
two-thirds of our Active Duty personnel we cal cul ate have never
been vaccinated against smallpox and, as a result, especially
when you consider waning immunity in those of us who are old
enough to have had the small pox vaccination at one time or other,
we all have sone degree of susceptibility, or at |east we have to
assune that. Next slide, please.

(Slide)

So, where are we? The DOD Smal | pox Response Pl an,
currently Version 3.03 -- sounds like a Mcrosoft release -- and

this is dated as of 6 Septenber 2002, involves 360 pages, nodel ed
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but I want to give credit to the Joint Preventive Md
Goup and many others that have kind of hel ped put

t oget her.
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-pl us pages,
icine Policy

this thing

W have the Base Plan and several annexes, which

you see enunerated there, and the status is that it i
for signature by Dr. Wnkenwerder, and actually it wi
out at a higher level and the Secretary of Defense.
pl ease.

(Sl de)

s now ready
Il be signed

Next sli de,

Now, in terms of surveillance, right now we would

be in the status of wanting to report, and pronptly,
case which is in the category of what we call a

Febrile Vesicul ar-Pustul ar Rash |1l ness". Now, nost

a suspici ous
CGeneral i zed

of the tine

this will probably be chickenpox or sone version of that, but we

want to make sure that our clinicians who are out t
front lines don't mss this. Most of the inported
we've seen in the past usually presented to a healthc

because they were ill, and so the first place they

here on the
cases t hat
are provider

usual Iy got

recogni zed was in the healthcare arena. So, we want to make sure

our people know to report this and how to report

details how this would happen. Certainly, if

t his. Thi s

you have a

suspi cious case, you'd want to get in touch with CDC Laboratory

Response  Networ Kk, and nake sure you get a

confirmation. And then, of course, that will put all
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in gear. If necessary, if you are overseas, you would want to
notify the state health departnent also, and work with your | ocal
host nation. Next slide, please.

(Slide)

Right now, we are at the point where we are with
the services trying to form our Epidem ol ogy Response Teans, and
also the nedical teans and get these team nenbers vaccinated,
work with the specialized treatnment teans, and we have an |IND for
use of Cdofovir, if needed, as a backup. W have IND
i npl ementation teans that go with that, and then the nmedical
teans at hospitals and clinics.

The installations will have to kind of adapt this
locally. It will be like a formof a disaster plan for the |ocal
commanders, and they will need to apply this to their specific
[ ocal circunstances. The plan at the CDC and the DOD | evel
i nvol ves identifying supporting facilities -- these are the Type-
C for confirmed cases, the Type-X for suspected cases, and then
the Type-R residential isolation facilities. Those will have to
be identified at every local installation.

And then the services wll need to, of course,
train the healthcare providers to recognize snallpox and then

also inplement the surveillance that we discussed before for

these fever-rash type illnesses. Next slide, please.
(Slide)
In terms of policy, our principal issues are
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these, and they differ nmaybe a little bit from the CDC plan,
although for healthcare workers and security and |aw enforcenent
personnel they actually may be simlar in sone ways, but we
certainly, in the mlitary, need to protect our ability to
acconplish mssion and preserve capabilities, and for that reason
we nay appear to be nore broad or aggressive in how we inplenent,
ultimately, policy. O course, the central issue is to save
lives in the event of attack, but we also want to preserve our
m ssion capabilities. In addition to that, we want to be able to
support the civil authorities in any honeland response, so we
woul d be supportive in any types of national kind of disaster
response scenari o.

O course, what are the issues that are relevant
to that that we have to bal ance agai nst these objectives? Well
certainly, the issue that smallpox vaccine or vaccinia vaccine is
a live-virus type vaccination, and it has a very well described
set of serious adverse events. Now, fortunately, these are
relatively rare. The nost serious events include post-vaccinial
encephalitis, progressive vaccinia and eczenma vaccinatum and
those are the ones that death are associated with. But these
occur -- if you clunmp those together about 34 cases per mllion
adults, the death rate aggregate is somewhere on the order of 1-
to-5, 1 is probably the nunber 1 per mllion that is deaths
docunented, but with some unknowns out there about the number of

i mmunosuppressed fol ks and whatnot, an upper range of 5 could be
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a possibility, especially in certain popul ations.

The historic death rate after military vaccination
is rare, but you have to renenber that these side effects and
adverse reactions are less comon in people who have previously
been vaccinated with vaccinia vaccine. So, the risk is nost
significant for those who are getting prinary vaccination, but
when we | ook back over tine -- and I'll show you sone of these
nunbers later -- it looks like that nilitary popul ations tending
to be very healthy in the past, revaccinated, that these nunbers
are probably | ower than what you see up there.

Again, just to re-enphasize, about two-thirds of
our people would be in that primary vaccinati on status, however,
ri ght now.

The other thing to consider with vaccinia virus
is, because it is a live virus, it can spread to contacts of
vacci nees. Now, these are wusually close contacts, wusually
househol d nmenbers, siblings of children, et cetera. But about 20
percent of adverse reactions overall in the 1960s studies were
actually contacts of vaccinees who incurred those adverse
reactions. And we calculate these to be about 8 serious events
per mllion vaccinations, based on those same studies | just

mentioned. Next slide, please.

(Slide)
This just shows the adverse -- you have this in
your handout, but | just wanted to show it to you. It shows the
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one death. You can kind of look at the different categories of
vacci nati ons and see how it differs from prinmary vaccinations to
revacci nati ons. These are based primarily on the 1968 nati onal
study that the CDC did, and also the ten-state study that was a
survey of physicians in ten states. That particular study has
probably the highest rate -- because it was probably the nost
sensitive and conplete in picking up even mnor type
conplications, and then bel ow that we have what we have been able
to glean from nmilitary records. Interestingly enough, some of
the few records we were able to obtain were fromold AFEB mneeting
transcripts, and beyond that it was the book that was published
about preventive nmedicine in Wrld War |1, and then we have sone
Israeli data that's published in the literature recently, in the
last few years, that kind of |ooks at their experience with the
vaccine. So, that's really given to you nore as a reference just
to kid of peruse some of these different issues. Next slide,
pl ease.

(Slide)

| just wanted to show this very briefly as an
addendum to what John had submitted to you, but this is fromthe
dilutional study that was done by Frye and colleagues, and it
just shows that there's a significant degree of inmmediate kind of
reactinogenicity particularly in the first tw weeks after
vacci nati on. These are noderate to severe events that occurred

with a frequency of greater than 5 percent. And the things that
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seem to predonminate are things |like fatigue and nuscle aches and
pain at the vaccination site. And in their study, they said that
at least up to one-third of the individuals might have either
loss of sleep or inability to go to work or to go to school, but
those were |unped together in a category.

(Slide)

And so if you actually go to the next slide and
| ook at your table that you have with you, when they nention the
severe synptons, those are the ones that actually precluded
performance of routine activities. And no single category was
nore than 3 percent, so we actually think the nunber of people
that actually might not be able to work or do their job night be
around 3 percent or nore, depending on how nany different
categorical synptonms you mght have |unped together. But it does
have sone significant inpact in the short-termaround the time of
vacci nati on. Next slide, please.

(Slide)

Just to show these things, the nost conmmon

conplication other than those things that | just showed you is
i nadvertent inocul ation. About 80 percent of inadvertent
i noculations are infections of the eye. I nadvertent inocul ation

is where a person night scratch or rub the vaccine site, then rub
their eye or sone other part of their body, and then transfer the
vaccine to that area and get a secondary infection, basically, is

what it is. Next slide, please.
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(Slide)

This is generalized vaccinia, another systenic
kind of conplication. This one is not as severe as sone others.

It's generally relatively benign. Doesn't usually require VIG
Next slide, please

(Slide)

This is eczenma vaccinatum This one can sonetimes
cause deaths and VIG is indicated for this adverse reaction.
Next slide, please.

(Slide)

And this is progressive vaccinia, usually occurs
in i mune-suppressed of one way or another, and w thout VIG was
usually uniformly fatal, but the case fatality rate decreased
significantly after use of VIG This is one of the concerns we
have with HYV population, people in chenotherapy, et cetera.
Next slide, please.

(Slide)

So, what is the mlitary adverse even experience
in general? Well, we did note that adverse reactions are four
times to ten tinmes more common after a primary snall pox
vacci nati on, conpared to re-vaccinations

The experience in Wrld War |1, from 1942 to '45
we had eight cases of post-vaccinial encephalitis. One of those
i ndi vi dual s becane partially blind, and there were three deaths.

And that was a rough estimate, about 16 million people that were
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ust a very rough

The DOD experience in the '70s and '80s, when

al nost everyone had been vaccinated initiall

y as a child, the

AFEB transcripts give a rate of 54 conplications per mllion, and

the conplication that seened to be reported nost often was

general i zed vacci ni a.

There were no confirnmed deaths reported during

this time, although is it possible we

sonet hi ng? It may be, but at Ileast none

directly to small pox vaccination.

could have nissed

that were 1|inked

And then just to renake the case, two-thirds of

our people would be in this category of not

having received a

primary vaccination. And many of the rest, their waning inmmunity

woul d be nmore than 15 to 20 years previous. ;Next slide, please.

(Sl de)

Ckay. Sone assunptions that we used in trying to

develop the DOD policy and snallpox response plan, smallpox

virus, we assune, may exist outside of sanctioned stockpiles.

Smal | pox attack could be in nore than one pl

it's being used as a weapon, you m ght expect

ace at a tine. | f

that they would hit

you in several places. It could be here in this country

donestically, or it could happen to us overseas in a forward

depl oyed capacity, so we have to have plans t

all those contingenci es.
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Again, just to mention, our DOD objective is that
we need to preserve and sustain the capability of our mlitary
and energency-essential civilians, the contractors that help us
do our job. Policy for famlies, retirees, and other DD
personnel would be consistent in lock-step hopefully with the
DHHS policy, and we would consider an exception for fanmly
nmenbers that would be overseas, especially once the vaccine
supply is expanded because we nmay have to take care of them

The DOD policy, again, nust be coordinated not
only with our interagency partners here, but obviously we'll need
to be talking with our coalition partners and allies as well.
Next slide, please.

(Slide)

So, what are the policy options? Wll, currently,
they range fromsmall to large. Initially, of course, the small
option is that the Epidem ol ogy Response Teans and the medical
treatnent teans and the vaccination teans would be the first that
you would want to consider vaccinating. This woul d be anywhere
from 1,000 to 30,000 individuals. That is pretty nuch consistent
with what the recent draft recommendation of the ACI P stated.

The medium option is to add depl oyed personnel and
early deployers and also strategic transport -- obviously, our
folks that do airlift, a lot of the OPS planning is really
contingent on them being able to get those people to the theater.

And so it's inportant to get them because they wll be

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

77

traversing, going back and forth, and you can't be bringing
smal | pox back and forth, obviously.

And then the larger option would add nore Active
Duty personnel and Reserve Conponents, could be anywhere up to
over 2 million people, if we added all those people in.

If attacked, we would, of course, want to
suppl enent these search-and-contai nment or surveillance-and-
contai nment approach with w de-area vaccination, if needed. And,
of course, the key criteria, once again, is nmission-critical. W
need to preserve our agility to cross borders and we want to

consi der the distance from nedical r ei nf or cenent or t he

availability of nedical support. The final decisions on these
are still pending and still being in consideration. Next slide,
pl ease.

(Slide)

Just a review of smallpox vaccine issues. The
Dryvax vaccine is the preferred source currently, it's the

vaccine originally nade by Weth that has been the stockpile at
CDC. That has been 50 million doses, with the 1-to-5 dilution
study that we've been able to denonstrate that that could be
expanded up to 75 mllion individuals vaccinated from that
st ockpi |l e.

It is currently |ND. W are hoping that FDA may
be able to approve that as early as md-Cctober or |ate-Cctober.

And then there is negotiations underway with the DHHS and CDC to
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give 1 nillion doses to DOD. And we think with wastage and
whatnot that we'll be able to use about 800,000 or so of that
mllion doses.

There is vaccine that you nay have seen in the
press that Aventis-Pasteur found in Pennsylvania. There's about
85 million doses there, but relicensing is unlikely because they
apparently do not have the nmanufacturing records to support that
vaccine. So, that would be kind of a "use of last resort".

There's also the newy nmanufactured Acanbis
vaccine, which is human cell culture rather than the old calf-
linb type process. There's 209 mllion doses contracted, about
150 mllion are available in bulk and 10 nillion are bottled.
They are having some problem | think, with labeling and some
ot her procedures there, but the license estinate is for late Fal
2003.

And then we have DynPort, which is the DD
contract, about 16,000 doses or so, license estimate is simlar.

And then the vaccinia immune globulin, which currently DOD has
we have enough for about 5 mllion vaccinations, and we're
negotiating with CDC to kind of share that with them And we
have nore due to be delivered. Next slide, please

(Slide)

The AFEB recommendations have been very hel pful in
this regard, that you' ve given us. W could need nore advice --

and I'Il nention that briefly here on this slide. One of these
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is the issue of contact transnission, which is theoretically a

fairly preventable type occurrence. ACP is looking at revising

or adding to their recomrendations, but it nay take them | onger

to do that,

and so if we had sone interim guidance fromthe AFEB,

it mght be helpful. So, a meno may be going out. It night be

hel pful if the Subcommittee on Infectious Diseases could give us

some assistance in that. But these are very, very draft, Kkind of

of f-the-top-of-the-head, | think from John, sort of thoughts, but

certainly hand hygiene is inportant. Sinple things like infants

and age is al so another concern for adverse reactions, and so you

m ght want

di apers.

to avoid doing things like changing your infant's

Covering the vaccination site nmay be hel pful, and

there are certainly several iterations of what could be used

there that would do this. | think the evidence basis is probably

best for protection with the sem -perneable menbrane transition

type of dressings, but there's issues of maceration, et cetera,

and cost with that. It nay be just nore sinple to put a bandaid
on and a tee-shirt. But there's other thoughts about if you' ve
got a susceptible person at home but you still need the

vacci nati on

-- do you isolate that person? Do you cohort them

away fromtheir famly? What do you do with healthcare workers,

woul d they be a population that the seni-perneable nenbrane and

gauze ni ght

be an option? Do you use alcohol gels to wash your

hands, or do you use regular soap? So, these are the sort of
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things that we mght |ike sone assistance from the AFEB to help
us with later.

| think that's it.

DR OSTROFF: Questions? Let's start with Bill,
and then Ben.

DR BERG Bill Berg. Dana, the 1 mllion doses
of the Dryvax that Health and Hunan Services is going to conmt
to DOD, is that 1 nillion doses that will be diluted to 5 mllion

doses? How nmany net doses is the DOD likely to end up out of

t hat ?

CO.. BRADSHAW  The preference is to use that as
licensed, so if we did it |licensed, probably the earliest
licensing would be for undiluted. It would be IND to use it

diluted, and it will probably take longer to get the ability to
have it licensed as diluted. So, that wll be nmaybe a
conti ngency.

DR CSTROFF: The only reason that product is
currently in IND status is because of the diluent, and it was
known that it would be nuch easier to get the alternative diluent
to licensed product than it would be to get the 1-to-5 dilution
in licensed status, and so we would fully anticipate |icensure of
the full-strength product well before there would be |icensure of
the dilute.

Lt COL. WDODWARD:  And if | could clarify about the

MU, it's 1 mllion net doses undiluted, but if it's a diluted
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use, either licensure or intended, it's a net 3.5 nmillion diluted
doses, is what the MU states.

DR OSTRCFF:  Ben.

CO.. DI N EGA Just a conmment. There is a ACP
Smal | pox Working G oup next week, Monday and Tuesday. Sorre of
the issues they are going to talk about is site care, work
furlough issues, and the screening nethodol ogies, |ooking for
medi cal | y exenpt peopl e.

DR OSTROFF: Jeff.

ca.. GUNZENHAUSER: This is a point of
clarification. There was a vaccinia associated death in a
trainee, | think it was 1984. It was reported, | think, in the

New England Journal by Robert Redfield, when he was at WRAIR
And it was rather sensational because the fellow did have HV,
and that's what caused a lot of concern at the tine. I'Il talk
with John Gabenstein and nake sure that's updated on the Wb.
CO.. BRADSHAW ['I'l go ahead and speak to that
i ssue. The individual that had that that it was reported,
devel oped the conplications of AIDS, and his first manifestation
was actually getting | guess it was eczema vaccihatum He was
treated with VI G successfully, and he died nmore than a year |ater
from other conplications. He had also, | think, acryptococcal
(phonetic) neningitis, so you would kind of have to actually
split the nortality determnation to say he actually died of

vacci nia conplication.
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COL. GUNZENHAUSER:  That woul d be good to clarify.
| think there's a lot of institutional nenory about that case,
and people are going to wonder. It's a snmall point, but just for
clarification.

CO.. BRADSHAW R ght. And it's actually quoted a
lot of times as a vaccinia death, but if you read the paper, it's
not that clear that that's actually what happened.

DR OSTROFF: Either way, he shouldn't have
recei ved the vacci ne.

COL. BRADSHAW That's true.

DR POLAND: Dana, one issue, particularly for the
mlitary because of the size, is the long list of
contraindications for receiving the vaccine in famly menbers.
So, in other words, niliary personnel who would not be able to
receive the vaccine because they have a famly menber at hone
with a contraindication, unless you were able to isolate them
fromtheir famly potentially, depending on the kind of dressing
used, for as long as a nonth, how are you all thinking about
t hat, and would not receiving that vaccine make them
nondepl oyabl e?

CO.. BRADSHAW  The current thinking is it would
not make them nondepl oyable, that they would go ahead and be able
to be depl oyed. W think -- | nmean, just very raw estinates,
anywhere from5 to 10 percent or more of people mght have one of

those contraindications, and it can be anything from a famly
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nenber with eczema or some other type of dermatitis, to a wfe
who is pregnant, infant in the home perhaps --

DR POLAND: | was hoping you were going to say
t hat .

DR BRADSHAW  -- immunosuppressed individuals, et
cetera, et cetera. But this is where, you know, do we bring them
on-base in quarters for 21 days? do we consider whether or not
they just sleep in a different bed at hone and they have a senmi-
per meabl e nenbrane? Are these options? Should we think about
that or not?

DR POLAND: One advantage here is, were they to
be exposed either here or abroad, they can always be imunized
post - exposure - -

DR BRADSHAW Exactly, wthin four days or so.
Exactly.

DR POLAND: At that point, if it were here rather
than abroad, then there is no contraindication for anybody.

DR BRADSHAW Right.

DR OSTRCFF: I don't know if you can comment in
terns of policy devel opnent what considerations have been nade
concerning HV testing, since we're going to be discussing that
in the next session, and also what's going to be done in ternms of
pregnancy testing, since that's been a major concern related to
ant hr ax.

DR BRADSHAW Right. Ben, go ahead.
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COL.. DINFEGA: Those issues also are faced by the
civilian popul ation vaccination, and | think our preference is to
wait and see what they're going to do, but the sane issues -- we
do test for HV at different intervals and for different reasons.
Certainly, IND protocols that CDC and NIH and ot her peopl e have
been running with smallpox vaccinations, they are testing
i medi ately just prior to vaccination, both pregnancy and H V.
So, | think those are very critical issues for the mlitary, and
as we discuss the HV screening issues, we should keep in mnd
the smal | pox vaccination issue. | don't think there's any good
data that says that if you're positive, your exenption or
di squalification depends on CD4 counts or synptomatol ogy or
anything, there's no data. So, even if you're positive and
you're healthy or have adequate CD-4 counts, the question is can
you still be vaccinated. W don't have any of that sort of data.

So, rather than getting ahead of the civilian
di scussions, | think it would be better, as rmuch as possible, for
the mlitary to wait for the CDC and ACI P deliberations and their
recommendati ons on nmany of these issues because we don't want to
be out-of-step or different, and nost of the expertise is on the
civilian side on this issue.

DR PATRI CK This is probably nore relevant to
the civilian side, but what's the status of vaccine availability
on a global basis, in other nations, and |I'm thinking that that

may intersect issues here related to humanitarian delivery of
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this should there be an outbreak somewhere else? Wat's the
status in Europe or the devel oped worl d?

DR OSTROFF: Wll, | think that WHO has been
doing inventories to find out what's avail able el sewhere. There
certainly is product elsewhere, but we, | think, as a governnent,
have had a policy that any case of snallpox that would occur
anywhere in the world would represent a direct threat to the U S
popul ation. And based on that fact alone, that we would have a
very liberal policy in terns of making vaccine available to
contain a snall pox event anywhere in the world.

DR PATR CK Wuld there be a scenario in which
sonet hing might occur somewhere else in the world and the U S.
mlitary mght go in to assist with the delivery of vaccine in
those areas, in a humanitarian sense?

DR OSTROFF: (h, | don't know about that.

CO.. DI N EGA: That's always a possibility. The
usual procedures for responding to national and international

incidents, for the nation we have the Federal Response Plan, so

you go local, state, federal. When it comes to the Federal
level, nedical is in the realm of DHHS. It's their energency
specialty function response area. And if they need any

additional help, then they would cone over to DOD to request
hel p.
In an international incident, the normal request

to get the US. nilitary involved has to go through State
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Department channels, and then it all depends on what State does

if they request help from the nmlitary or from other Federal
agencies, but certainly that's a possibility. And in the DOD
Response Plan, within our borders, our installations and nedical
treatnent facilities already have energency response plans to
coordinate efforts with local response efforts. And overseas in
other countries where we have DOD installations, there are |oca

planning initiatives being taken. But the formal request has to
go through the State Departnent.

DR OSTROFF: Ben, if | could just nmake one
coment concerning your conmment about waiting to see what ACP
does, that's all well and good, but it's already very clear that
what will be done within the nilitary is diverging from what
woul d be done within the civilian sector both in terns of using,
for instance, full strength versus dilute, voluntary versus
mandatory, et cetera, et cetera, et cetera. There are just a |ot
of different considerations within the mlitary setting, and |
don't think that it's appropriate to just sit and wait for what
the civilian sector does because there are different contingency
considerations within the mlitary. That is not to say that we
shoul d highly diverge. | think given the special nature of the
circunstances, there's clearly going to be different policy
that's going to show up in each sector, and |I think the Board was
very clear about that in their prior recommendations. There are

speci al consi derati ons.
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CO.. DN EGA: | agree, Steve, and | think any
di vergence between the two policies and the prograns need to have
good reasons for diverging. And certainly the time sensitivity
i ssues are being considered. But as far as the screening things
-- you know, we participate in ACIP deliberations, so we'll have
at least a feel for where the ACIP is headed on many of these
i ssues, and we work closely, as you all know, with the CDC group
on the response and the screening and [|IND inplenentation
pr ogr ans.

DR BRADSHAW | just might nmention, too, though,
as you can imagine -- and you'll get into the nore detailed
di scussion of current HV screening policies in the services
based on Joint Staff recommendations -- but nost of our people
that deploy are supposed to have an HV wthin 12 nonths of
depl oyment, and then there's varying periods of HV screening
that's currently going on anong the services.

So, the question really conmes down to how recent
would it be -- and we're already doing HV screening -- so, how
recent is recent enough for sonmebody who would be receiving the
vacci ne, and then sone plans that |[|'ve seen elsewhere,
particularly on the civilian side, may just say "Do you have any
of this group of screening" -- so, high-risk sexual behavior
m ght be one of those, and this would be simlar to what we do
with our post-retirement Hepatitis C screening where you would

ask a list of questions and say, "Do you have any of these
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contraindications", and the person would say yes or no, and they
don't necessarily have to specify which one. That mght be just a
way of doing it by questionnaire, but we could buttress that with
the H'V screening that we already have in place. And nmany of our
peopl e that deploy frequently, that would certainly be anong the
m ssion capabilities type people, would probably already have an
H V somewhere in the | ast year or so.

DR OSTROFF: Dr. dine

DR CLINE: | understand that there have been sone
reports of cellulitis at local vaccination sites. |I'mnot really
clear on how common that is or to what degree that is a concern
but could that be discussed a little bit? Could we have some
clarification on that?

DR BRADSHAW I'I'l speak briefly to that, and
anybody el se that has expertise, Geg or others, can certainly do
this. Looking and talking with Dr. Belshi (phonetic), with the
group that did the 1-to-5 dilutional study -- and there's been
sone controversy and di scussions back and forth in the literature
on this -- his opinion is that a lot of it is people just aren't
to seeing this degree of inflammtion and reactinogenicity with a
vaccine, so that what's perceived as cellulitis a lot of tinmes,
if you don't give antibiotics, goes away over that two-week over
that two-week tine frame or so, and it's probably nore represents
an inflamatory response from the vaccinia itself and the

vaccination itself, not that secondary infections don't occur
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and that's one of the concerns about using a nore occlusive
dressing, is that it would naybe predispose to secondary
infection and naceration, et cetera. And so those do occur, but
a lot of what's being seen is | think people just aren't used to
seeing how reactinogenic this can be. And Geg maybe can speak
to that.

DR POLAND: I would concur with that. In fact,
senior CDC people who have been involved with the smallpox
eradication program confirmed that, that their opinion was this
was typical reactinogenicity, it just |looks bad to those of us
who are not used to seeing it.

DR OSTROFF:  And if | could comrent, since | was
involved in all that at CDC, that there were -- | mean, this
probl em was seen in CDC personnel who were vaccinated. It was
seen to a certain degree in the dilutional studies. And the
veterans all said this is basically what you see, and the
experience was that whether these individuals were placed on
antibiotics or not, it didn't seemto nake any difference in how
rapidly it went away, which suggested that it probably wasn't an
active bacterial cellulitis. There has been an individual who
was the contract physician for many of the facilities in the D. C
Metropolitan Area, who has been administering vaccine, who's
published, | think, several Letters to the Editor in various
medi cal journals, claimng that this seens to be an increasing

problemto him and he has a |lot more experience than many of us
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in actually admnistering the vaccine. And we've done sone
i nvestigations looking into the circunstances of those clains,
and we haven't been able to necessarily substantiate that there's
real |y anything different going on.

DR GARDNER Al though there certainly have been
cases of toxic due to staph colonization, and even in tetanus --

DR OSTROFF: Wll, that's, as pointed out,
secondary to naceration.

DR GARDNER  True, there's a lot of redness that
goes on with the vaccination, but there -- just as in chickenpox,
there's a secondary bacterial infection --

DR OSTROFF: And the other issue, | think, was
the degree to which the site was occluded by dressings, et
cetera, also played a role in how often this occurred. Dr.
Mal rmud.

DR MALMUD: This may not be an issue for us, it

may be nore of an issue for the CDC than for the AFEB, but when |

was a child some 29 years ago -- (laughter) -- we were
vacci nat ed. It was a matter of great pride anong us -- we were
all vaccinated at the same tine, by the sane G° -- to have the

nastiest, crustiest, largest black pustule among the group, and
it was a natter of pride, not a natter of shane, and it also
indicated that it took. So, the word spread quickly anong the
children this was a good thing, and | think we probably need sone

public education as to what these things were like at that tine.
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Now, there was no inmunosuppressed popul ation
conparable to our reactinogenically inmrmunosuppressed popul ation
or the HV population today, but a little education would go a
long way to calning fear that's unrealistic.

DR CSTROFF. G eg.

DR POLAND: Can | ask a different question, Dana,
just a clarification. In the chart that you have where you list
the nunber of doses of MG when you say for 5 million
vaccinations, do you mean enough VMG for the calculated
conplication rate that would require it, or do you mean you've

got 5 mllion doses of VIG?

DR BRADSHAW I think -- 1'Il get back to the
horse's nouth here, if | can, and quote this. | think it was
something like -- we have enough for 5 nmillion vaccinations at

one treatnent per 10,000 vaccinations.

DR OSTRCFF: Since we've run a bit overtime, |et
me just raise two other issues before we adjourn for a break.
One of them is 1'm wondering if our Canadian and British
col | eagues would comrent on what the current thinking is within
their hierarchy regarding potential vaccination of personnel in
the Canadian and British mlitaries.

Lt COL. FENSOM Certainly. As | alluded to
yesterday, there is a hope that w despread vaccination can be
held off until the next generation vaccine is available. M best

guess on where the policy will go in the near future is very

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

92

simlar to what you are talking about, although |I think it wll
be a nuch nore linted threat-based type of vaccination of
service personnel. But | see in the very near future that we'l
be doing response teans and what not.

And in answer to the other question from Dr.
Patrick, there is currently in Canada enough vaccine to do entire
popul ati on.

COL. STAUNTON:  Col. Staunton, U K M best guess
is that our policy in the UK wll go along very directly with
the outcone policy decisions here. Regarding ny concerns -- and
I would i magi ne the Canadians will have nmuch the sane concerns --
that we do not have any nandatory screening for HV. So, that is
ny main concern as to how we go forward with our policy.

I would foresee, as | say, that we will vaccinate
| think, certainly, for the services, and | think if we |ook at
it in terns of scale, roughly speaking, we're |ooking at service
personnel being sonething in the region of, | suppose, ten tines
smal l er than yours. But in ternms of an inmmunoconpronised
popul ation within that, we have got neans of identification and
peopl e cone forward. W haven't had a problem with that. Qur
policies coincide very consistently regarding deploynents or,
shoul d we say, not deploying personnel who are inmrunoconprom sed

However, as we have no means of identifying them right now, we
are well behind the curve. And why | am particularly interested

in | ooking at what you are doing for that population or that side
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of the comunity is that | feel that both fromthe outcones here,
from AFEB, from your thinking, and also in talking with other
people on GPPM PG that |'ve really got to give to UK -- ['ve
got to reconmend some policies. So, that's ny position.

Lt COL. FENSOM Sane in Canada with regards to the
H'V testing, and | think this issue is going to push forward a
trend that we're already seeing towards introducing some HV
screening within the forces.

DR OSTROFF: Last question that | have. You
know, by all appearances and without giving away the ending in
terms of policy, that there's going to be significant divergence
to what's being done between anthrax and small pox, how are you
going to explain that?

DR BRADSHAW W have a slide that kind of |ooks
at the differences between the two vaccines and what the issues
are. | think I nentioned earlier that anthrax, to ne, is nore
like a tactical weapon, and | think there are sone aspects to the
smal | pox vaccine that nake it nore of a strategic weapon, one of
which is the long incubation period and the comunicability,
which makes it a little bit harder to put in a box, in some ways;
in other ways, not. But | think the overriding issue, | think,
is the issue of being able to preserve our nission capability
that may make us different and maybe have a little bit nore
di vergence from the DHHS pl an. W're going to try and stay as

much in lock-step with it as we can, while still trying to
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address the issue of can we do our nission.

There's been a lot of discussion about just-in-
time vaccination, a lot of discussion about the fact that you can
vacci nate sonmebody within four days or so, and still decrease
norbidity and nortality significantly, and that in sonme ways
gives us nore flexibility than anthrax vacci ne which takes three
vaccinations at least to get a significant degree of imunity.
So, all those things have been discussed, but | think it's the
m ssion capabilities that nakes the biggest difference in sone
respects. And then the unpredictability in other ways.

COL. DDNNEGA: Just a conment. On this and severa
other issues in the working groups, there's been a |ot of diverse
opinions, and this is -- | guess we nake the best nedical
recommendati ons we can, and then let the politics and the senior
| eadership nmake their decision, and we have to live by whatever
decision they make. There are certainly differences between the
two approaches, and the nain approach for reasoning has been one
is threat-based and one is capabilities preservation-based.

DR OSTROFF: I can assure you, | think those
nuances will be [ost on the troops.

CO.. DNEGA: | agree.

DR OSTROFF: Wy don't we take a ten-mnute break
and come back at 10:30 and get started with the next session.
Thank you very nuch, Dana.

(Wher eupon, a short recess was taken.)
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DR CSTROFF: This session regards H V screening
policy, and there is a specific question before the Board
regarding the issue of harnonization of HV testing schedul es
among the various services. And our first presenter is Lynn
Pahl and.

M5. PAHLAND: Yes, you did. Good norning

Since the late 1980s, we've had a policy in the
Department of Defense for HV. |'ve been at Health Affairs, DOD,
for the past five years, and for the past four years we've been
rewiting the DOD Directive, which is the highest |evel of policy
in the Departnent of Defense. It alnost was signed off
approximately two years ago, by the Secretary of Defense under
the dinton Adninistration. It did not get through all the
wickets prior to the change in Admnistrations, so it has to be
r e- coor di nat ed. And in looking at it again, there are many
gquestions that are coming up about the relevance of having a
policy for one disease, even though HV is, in many people's
m nds, a very uni que di sease.

The coordination of the devel opment and buil ding
of this new policy has been with many areas throughout the
Department of Defense -- Force Managerment Policy and, of course
with the clinical people in Health Affairs and the services.

(Slide)

The question that we want to bring forward to the

AFEB is for your reconmendation for appropriate, if any, routine
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screening interval or status for HV testing. W don't need to
have a policy or a directive in place just to follow clinical
indications for HV screening, but we, of course, are very aware
of the fact that we have a very special population and that there
are readiness requirenents that we have to take into account.
Therefore, we're bringing the question to this group

One of the qualifiers in us asking the question is
to look at the question and not take into account the inpact on
the Serum Repository. I have no position on the Serum
Repository, and that's not nmy area to discuss here. But the
question, the very narrow pointed, but very relevant question is
should we have a policy at a Department of Defense |evel that
tal ks about routine screening for our Armed Forces?

Any questions?

DR OSTROFF: Can | ask you to clarify a little
bit what you mean concerning status as opposed to -- interval,
under st and.

M5,  PAHLAND: The reason | put that in there was
to allow for the Board, the Services, to determ ne whether or not
pre- and post-deployment, or pre-deploynment status, or a
situation if soneone is outside of the United States or in a
particular nmilitary stetting, whether or not that would require
H V screeni ng. For exanple, if someone was stationed overseas,
would that then increase your recomendation or change your

recommendation for routine screening? If they were in some sort
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of forward deployed situation, would that inmpact routine
screeni ng?

DR OSTROFF: Thank you. Are there any questions?
Ben?

CO.. DNIEGA:  Lynn, would status also pertain to
Active versus Reserve status?

M5. PAHLAND: The way that we want the question to
cone forward is that we're talking about the Arned Forces, and
that particular differentiation would probably come up during
your discussions, so it's a very sweeping question. It does talk
about the Reserves, cadets, people currently on active status.
Thank you.

DR OSTROFF: Thank you very much.

Qur next presentation is Col. Rubertone, who will

tal k about the current screening policies in the Departnent.

Lt COL. RUBERTONE: Actually, | won't be talking
specifically about the screening pol i ci es, the Service
representatives are going to follow, | believe, lunch and talk
about that. | amgoing to be talking about HV screening in the

DOD and, by nature of the fact that at the Arny Medical
Surveillance Activity we run and manage the Defense Medical
Surveillance System is the reason Rick asked us to provide this
tal k, and |I'm always happy to provide a talk on a
noncont roversi al subject where | present DOD dat a.

(Laughter.)
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(Slide)

Just in ternms of the outline for this talk -- and
I won't take the hour that's on the schedule, I'Il |eave plenty
of time for questions -- | do want to go over the background and

history of the H'V screening program but not really to delineate

all the nuances of the policy, but just to put it into context.

I'm going to briefly, in one slide, describe

t he

Def ense Medical Surveillance System to orient the Board menbers

who nmay not be familiar with that system and then I'm going to

turn ny talk to really the heart of the talk, which is a |ot
data -- and it's in the handout, so | won't spend too nuch

each individual slide, | think we'll all fall asleep, but |'ll

of

on

go

over H'V screening in the Active Duty, screening in the Reserve

Conponent . he omission on your handout actually,
unfortunately, is screening in civilian applicants. It is in
slides, but those particular slides didn't nake the handout.

['I'l then look at the inpact of changing the

and

t he

HV

screeni ng frequency just based on a very sinple nodel that we've

put together; look at then the objectives of an HV screening

program and although Ms. Pahland said not to consider the Serum

Repository, | think that there is certainly a consideration
the DOD about the Repository, so I'Il just put that onto
tabl e. Next slide, please.

(Slide)
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In terms of the history of the HV screening in
the DOD, in 1985, DOD directed that HV testing prograns be
established. In March, the screening test for HV was |icensed.
In the spring was the first sort of formal and routine testing
for HV, and that was on all donors at nilitary blood banks.
begi nning in Cctober 1985, we started testing civilian applicants
for mlitary service, as they were processed through the MEPS
stations. October of '85, the routine testing of Active Duty
sol di ers began.

| don't have all the data on the other services
for the Reserve Conponents, but | can say that | was able to find
that in June of 1986, the testing of the Arny National Quard
began, and then 1'Il skip to My of 1987, testing of Arny
Reserves began.

In Septenber of '86, the AFEB was asked to address
the question of H'V screening in the DOD, so here we are 16 years
later -- kind of like the locusts -- we're going to readdress
that issue.

In Cctober of 1985, the U S. Arny HV Data System
or USAHDS, was established to nonitor the testing program and to
track the epidemiology of HV. And | nention that because seven
years later, in 1992, USAHDS nmgrated and became the Arny's
Medi cal Surveillance System and then five years after that
becane the Defense Medical Surveillance System So, the roots of

the Defense Medical Surveillance System actually began with the
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HV testing program and the efforts to track that. Next sl i de,

pl ease.

(Slide)

Some of the justifications for HV screening that
I could uncover for this presentation roughly fall into these
four categories. Readi ness, as we've discussed already -- Col.
Quzenhauser brought out -- there is a contraindication wth
recei vi ng live Vi rus vacci nati ons. There's al so a
contrai ndi cation to gi ve mul tiple i mruni zati ons to

i mmunoconpr om sed i ndi vi dual s.

Depl oynment-related justifications were really to
protect the health of the individual infected -- that's potenti al
exposures to exotic diseases -- and the limted access to
sophi sticated care in a field setting. The third was to protect
that infected soldier's buddy where you night have a field
transfusi on of unscreened bl ood.

In terms of the health of the individual, early

di agnosis and early treatment was certainly a justification for

screeni ng.

And, finally, the public health justification of
decreasing any "unwitting" transmssions of HW. Next slide,
pl ease.

(Slide)

This one slide -- and it's a rather busy slide --

does depict the Defense Medical Surveillance System and ['l1l
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spend just a couple of mnutes on it because it is kind of

critical to the renainder of ny talk. And the reason it's
critical -- I've learned never to say "the rate in the Navy is
this", or "the rate in the Air Force" -- what | can tell you is,

based on the data we have in the Defense Medical Surveillance

System this is the rate -- it's alnobst like in an argunent when
you say, "Wll, that's nmy opinion, | can't be wong" -- so |
can't be wong because, if it's not in the DVSS, | can't quite
present on it. So, that's sort of ny soapbox for having the

Services provide the data to the DVBS as is required for
surveil | ance purposes. And for the nost part, we do get the
majority of the data that we need.

But starting up here in this Active Duty box,
we' ve been tracking since 1990, 5.2 nillion persons who have been
on Active Duty. The 52.5 nillion records goes to speak to the
 ongi tudi nal nature of the DVBS and how we have many records over
time, as people change different status denographic -- you know,
their marital status, or where they're assigned, deployed, et
cetera.

W also are tracking another 2.1 million person in
the Reserve Conponent.

I'm going over here to the serologic data and say
we've got information on 29.8 nillion specinens that have been
drawn for the HV testing program Al of the data that I'm

going to be presenting relates to these 29.8 nmillion specinens
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and one these specific individuals. So, sonetines the testing
programs mght say this was an Active Duty test. Vell, if we
can't relate that particular test on that day to a person that we
get in our Active Duty file from the Defense Manpower Data
Center, then we don't call that an Active Duty test. So, that's
part of the way we operate, is that we validate all of our data
agai nst other sources as we integrate it into the DVBS.

There are other information inn the DWVBS that |
won't really get into right now, but it's been relevant to somne
of the other discussions during these two days, the pre- and
post - depl oynent health assessnents, the DNBI data that we heard
di scussed yesterday, all of the nedical outcones. But for the
nost part, we're looking at the population here which is Active
and Reserve Conponent, and also the MIlitary Entrance Processing
Stations, the civilian applicants, and then the serologic
speci nens. Next slide, please.

(Slide)

This is the total nunber of persons tested within
the DOD -- again, | put this on all slides, as maintained in the
DVBS because if we haven't received the information, there's
really no way for me to have it on the slides, but | feel that
it's pretty accurate. These are people tested, you can see,
goi ng back to 1990. Prior to 1990, the only tests we have in
DMSS are on the Arny and MEPS, so | didn't include that on al

the slides. Sonme of the slides, where appropriate, | did include
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that. Starting in 1990, in the early part of the '90s we tested
roughly 550-600,000 people in the Arny, that's both the Active
and Reserve Conponent conbined. You can see that the Navy tests
about 450,000 people for that period of tine. CGvilian
appl i cants, about 400,000. The Marines, roughly 180, 000.

In the second half of the '90s, nore in concert
with the decreasing end-strength of the various conponents and
services, that testing did go down and we're very close to
450,000 a year for the Arny, although we did have a junp | ast
year whi ch corresponds -- you can't quite tell, but in here there
was a buildup for the Persian Gulf VWar, so we saw some increased
HV testing, and this line here is for Operation Enduring
Freedom wth all the activated Reservists and people who were
depl oying, so you do tend to see a little bit of a jump with
maj or depl oynent s.

"95, this little blip | should have pointed out is
related to Bosnia, and the deploynments to Bosnia. But, for the
nost part, we're testing 450,000 people in the Arny, another
400,000 in the Navy, as you can see.

The Air Force is interesting. Up until 1996, with
Bosnia, we didn't receive any information. That's why the
testing is so low They had a testing program -- and |'m sure
they can produce the nunbers of people tested back in the early
'90s -- we don't have that data in the DVBS. The reason that

line is not exactly on zero is that there are sone Ar Force
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people who are tested through the Navy and the Arny testing
contracts, and we would subsequently get that information. So,
it runs 5- or 6,000 people that we know had tests, but obviously
that wasn't the Air Force testing program

In '96, because of the deploynent to Bosnia and
the requirenment for a pre-depl oyment serum speci men on peopl e who
depl oyed, they mandated in the Air Force that the serum speci nens
fromtheir testing prograns down at Brooks be sent to the Serum
Repository. So, in '96 we started receiving the specinens and
it's been very interesting that that's been ranping up to what
probably now will be an annual testing of about 275,000 people in
the Air Force.

The Marines, very stead over tinmne. That's very
close to their end-strength. They tend to test alnost everyone
once a year. That's not totally true because it doesn't take
into account people comng and going from the service, but they
have been very consistent over tine.

(Slide)

The next slide is not to be confused with the
nunber of persons tested, but these are the total nunber of HYV
tests that we received. And | show that just to illustrate that
in any given year we have close to 50- to 100,000 people in the
Arnmy who are tested tw ce. So, because of various policies,
programs, going through clinical evaluation or STD clinics,

what ever is the reason, we have nore tests than people tested, of
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course, and that's a consistent theme across all the services,
even with the Marines. They have about 10 percent of people who
are tested nore than once in any given year.

So, all these nunbers here would add up to
basically 29.8 mllion tests that we have infornmation on in DVBS.

(Slide)

The next slide shows those HV tests where we
actually have results of the HV test. And the reason | have
this slide is because when | go and present the results, | want
to make sure everyone understands where the nunbers have cone
from

You'll see two things here. There is a gap for
'93, '94, and '95 in the Navy and in the Marines. W have the
fact of tests. W can relate to the serum in the Serum
Repository. W know the date of tests. W do not have the
actual results. W did try to get that data from NHRC at one
time, and it was just not able to be provided to us.

You also might have noticed that the Air Force
line conpletely disappeared. W have no test results on the Air
Force in the DVMBS. That's been a policy in the Air Force since
"96 when they started contributing information about the test and
serumto us. They do not give us the actual test results, so the
test results -- HV infection rate that |I'Il present l|later cane
fromLtCol. Wodward, fromthe Air Force. Next slide, please.

(Slide)
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These next four slides are going to go through the

rate of new diagnoses of HV in the various services -- Arny,
Navy, Ar Force and Marines -- and |'ll just mention on this
slide that although | say rate -- and 1'll use that phrase
throughout the talk -- it is not an incidence rate, it is, as it

says down here, the rate is defined as the nunber who tested
positive over 1,000 persons. So, we don't really now what the
true incidence is in any of the services since we don't have
conplete screening, but | think, as maybe later it wll show,
with an active and periodic testing program the nunber that test
positive and the rate of people who test positive over a tested
popul ation nore or less mmcs the incidence over tine. So,
these are very close to incident nunbers.

This data goes back to 1985-86. For the Arny, you
can see the total nunber of tests, total nunber of persons
tested, et cetera. This is the total nunber of H V-positive
individuals identified by the testing of HYV, 2711 individuals,
which we have 295 infected individuals currently in the Arny,
remain in the Arnmy. O note, we have 8 persons who were tested
positive in 1985-86 who are still currently on Active Duty. So,
the standards for release from Active Duty certainly aren't
linked to being H V-positive or infected, it's nore with the
heal th of the individual and ot her synptonatol ogy.

It used to be easy to renmenber .2 for about three

or four years. People would ask nme what the rate of HYV

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

107

infection is, |I'd say .2. The last few years, that's kind of
gone -- bounced around a little bit. A conment on 2002 data
The nunber of positive in the identification of positive always
lags the nunber of negatives because it goes through other
testing. Sonetinmes that data doesn't get to us quarterly,
dependi ng on our source for the data. So, really, | present what
we have as of this day in the DVSS, but we expect that this rate
will go up as we get in conplete information. So, cal endar year
2000 is quite inconplete, but this is the data that we have to
date. Next slide, please.

(Slide)

This shows the data that we have for the Navy, and
as far as possible |I tried to keep the slides exactly the sane,
and |'mnot doing that to have you focus on the gaps in data, but
just to be consistent across the services.

This is the data that we have information on in
terms of actual results of tests, and you can see that it has
varied a little bit over the last few years, but the rate of
tested positive is fairly simlar to the Arny in that regard.
According to our records, we only have test results on 1,052
persons tested positive. The majority of people who tested
positive in the services happened in the |late '80s, we don't have
that information for the Navy. And, again, 320 individuals,
according to our records. Now, that the Navy certainly could

correct and tell you a nore accurate nunber of individuals, but
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based on the data, again, as | said, in the DVSS, that's what we
have known positive who tested positive in various years. Next
slide, please.

(Slide)

This is the Air Force data and, again, from LtCol.
Wodward, | received this data. W did have information on total
nunber of tests. Qur information on the total persons tested is
quite close to this. W do have nore people tested in 2001 than
| received, and | didn't get a chance to share that with Kelly
before this talk, but -- so this .19 actually may be |ower, and I
think I can share that with you. This was provided to ne by the
Air Force. Next slide, please.

(Slide)

And the Marines sinilar to the Navy in ternms of
the three-year gap that we don't have data, and prior to 1990.
And simlar, but lower, especially in certain years, rate of
tested positive infections. Next slide, please.

(Slide)

The next slide graphically shows the sane data,
and you can see that for the nost part somewhere between .1 and
.2, .25 is the nunber of persons testing positive per 1,000
persons tested. Next slide, please.

(Slide)

Just to break the data down a little bit by

various denographic groups, this is Arny Active Duty by gender.
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Mal es have consistently been higher except for one year, in
cal endar 2000. Next slide, please.

(Slide)

It's hard to see the Qher, but it's on your
sl i de. Hopefully it comes out a little better. Single
i ndividuals have always had a higher rate of testing positive
than Married, but the Gher has varied and it sometines has been
high. It's a snaller group of individuals, so there's a little
bit of fluctuation with those rates. Next slide, please.

(Slide)

This is the Arny Active Duty broken out by
Race/ Et hni c. Bl acks being the highest, and then Hi spanic.
QG her, again, kind of bouncing around. Then Caucasian/Wite
towards the bottom | don't have these sane slide breakdowns for
the other services. | didn't think that they illustrated
anything different than this, which is pretty much what you woul d
find inthe literature. Next slide, please.

(Slide)

Age doesn't look very well when you plot it over
tinme, so it's a lot of up and down. It really is hard to
interpret. But if you take all the years of all people tested
and plot it by different age groups, you do see an interesting
phenonenon where the highest rate of infectivity in the screening
program is in the 30-34 year olds, which is a little different

than in the civilian popul ation. You'll see in a couple of
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slides that this holds true even for the Reservists, although
it's a flatter curve or flatter distribution. Next slide,
pl ease.

(Slide)

Arnmy Reserves, sane data as the Active Duty going
back to 1985- 86. It's all in the handout, so | won't go over
this. They are running approximately .2 or so per 1,000 tested

W do have some issue in the Reserves that sonetines when they
are tested, they have their first test and then they don't show
up to follow up. And that's nore of an issue in the Reserves
than certainly in the Active Duty, so a few nmore -- and | should
say that these are confirmed positive and, by confirmation, that
requires two separate tests that are confirmed to be H V-positive
by Western Blot. So, we do have sone loss of followup in the
Reserves. Next slide, please.

(Slide)

Broken out Males and Femal es, sane pattern pretty
much with the Active Duty, a little bit nore erratic rates. Next
slide, please

(Slide)

And this is the age group that |I was mentioning in
the Reserves. Still see the peak in 30-34, but not as dramatic.
Mmcs alittle bit nore the civilian side. Next slide, please.

(Slide)

This, unfortunately, is not in your handout -- the

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

111

next three slides were inadvertently left out of the handout, but
this is rates of new diagnoses of infections in the civilian
applicants for mlitary service. And you can see since the
program began, we've identified al nmost 4200 individuals who were
positive upon applying for nilitary service -- |'m sorry, that
was Males, 4700 duly identified H V-positive. And then you can
see the rates which are very remarkably sinmlar for the Men and
Wnen per applicant, and that is just around .3, .32 for nmen and
wonen. Next slide, please

(Slide)

Early on, nmen were certainly higher, but in recent
tinme -- although nen have still been above wonmen in each year,
they are very close in terns of the rates. 2002 | wouldn't
really pay nmuch attention to. Next slide, please.

(Slide)

This is by race. W don't get a Race/Ethnic from
the MEPCOWs, so we only have Wite, Black and Qher. W can't
break down H spanic, but the same kind of pattern holds wth
Bl ack higher than Qther races, and then Wite the |owest. Next
slide, please

(Slide)

Ckay. That was the boring part of the talk,
hopeful ly we're past that, but the data is in the handout.

What are the effects of changing a screening

interval? Well, it's hard to really say because we have a | ot of

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

112

different policy that leads towards testing for HV other than
just Force testing. But what | want to delineate is just really
two points, what you would see by changing the screening interval
for a periodic testing program

There's a bunch of assunptions, all of which are
easily debated or you could throw stones at, so this is a rather
sinpl e nodel, but the assunptions are that the popul ati on nunbers
are stable, and that one is a fairly good assunption. The
infection rate is stable in that population, and that's also a
pretty good assunption in our Active Duty and Reserve popul ati on.

The infection risk is felt to be independent of
tinme since last test, and | think that also can be defended as
being a true statenent. The nunber who are tested in each year,
this nodel assunes that service menbers are only tested in their
| ast year of the screening interval. So, if we're on an every
two-year screening interval, service nmenbers are only tested in
their second year. |If you're on a five-year screening interval,
you're only tested in the fifth year. That one certainly does
not minmc the current mlitary situation because of all the other
adjunct testing and deploynment-related testing. But for this
nodel, for these purposes, just to focus on the effects of
screening, we need this to be the case.

And then, lastly, there are no inforned |osses to
followup. People aren't finding out from other sources they are

H V-infected and then getting out of the service before being
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tested. That's what this nodel woul d assune.

at a

In ternms of the specifications, |'m going to | ook

ten-year period. The nunber of undetected infections in any

given year will equal the nunber of new infections plus any of

the undetected infections from a previous year for a particular

group, and also just to nake it easier for the math, | kept a .2

per 1,000 persons tested rate of infection. Next slide, please.

year

(Slide)
So, with that sort of as a preface, here is a two-

screening cycle. I chose a population size of 200,000,

again, just to make the math sinple, and the incidence rate is .2

per

1,000 tested, or approximately 20 cases in each group of

100, 000. Next slide, please.

(Sl de)

The first group which is Goup A consists of

100, 000 persons, and they are tested every other year and, in

fact,
t hey
year
| ast

t hey

they were tested last year. So, in this particular year,

do not undergo testing, so the nunmber of new infections this

will be 20, and the nunber of undetected infections from
year will be zero because they were tested l|last year, so
don't have any undetected infections. Next slide, please.

(slide)

In the year that they are tested, they have

anot her 20 cases that occur annually, but they carry over this 20

to here, so they actually have 40 undetected cases that will all
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be detected -- all 40 of those will be detected this year in this
nodel . Next slide, please.

(Slide)

And this goes on. You can see that each

alternating year, they weither carry over sone undetected
infections or not. Next slide, please.

(Slide)

In Goup B, they are the group that they are
tested this year, so they've got the 20 infections, plus 20
infections fromthe previous year when they weren't tested. Next

slide, please.

(Slide)

The following vyear, they have another 20
infections plus zero. I think you all can follow this. Next
slide, please.

(Slide)

And it tracks like this. Next slide, please.

(Slide)

So, in terns of all the groups conbined, which
woul d be the whol e popul ation you are testing, the nunber -- this
isn't quite prevalent infections because later on |'m not
counting everyone who is infected. This is really undetected
infections, but | didn't want to say undetected and then
detected. So, you identify 60 -- or 60 people are infected that

are previously unknown at the tinme. That's 40 from this group,
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20 from this group. You will detect the 40 in this group that
undergoes testing. Next slide, please.

(Slide)

You can see that that holds true for each year.
So, in each year, there's 60 undetected infections, of which you
det ect 40.

(Slide)

And, finally, the last slide shows 67 percent.
So, it's not quite 50 percent, as you might think, in an every
two-year screening cycle. You're actually detecting 67 percent
of the undetected infections. Next slide, please.

(Slide)

I'm going to just do this for the three-year and
then I'Il stop and show sort of the punch line or the results.

For the three-year cycle, I'mgoing to start with
a 300,000 population, again, for ease of the math, keep the .2
per 1,000. Goup A was tested this previous year, so they have
20 new infections and no undetected infections. Next sli de,
pl ease.

(Slide)

They have 20 new infections this year and they
carry over 20. Next slide, please.

(Slide)

They finally are tested and they have 20 new

infections and they carry 40 from previous two Yyears. So,

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

116

basically, in a three-year testing nodel, the preval ence of any
group that's being tested is going to be 3 times the annual
preval ence or incidence for that group. So, that's how you get
20 new infections, 40 carried over, a total of 60 infections,

which would be actually a .6 per 1,000 preval ence. Next sl i de,

pl ease.

(Slide)

Goup B, different 100,000 who were tested two
years ago, so they carry 20 over from this past year. Next

slide, please.

(Slide)

And next. Next slide, please.

(Slide)

And you can see that the pattern sort of follows.
If it's not making sense to anyone, if you look at it, | think
it will with a little bit of time. And, finally, Goup C This
is the year that they are tested. So, they have 20 new
infections, they have 40 that have occurred over the past two
years. Next slide, please.

(Slide)

And next. Next slide, please.

(Slide)

That pattern for them follows. Next slide,
pl ease.

(Slide)
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So, in terns of all groups, now we have on a
three-year testing policy, every year we have 120 undetected
infections of which half, 60, which is 50 percent, wll be
detected by that three-year testing program Next slide, please.

(Slide)

And next. Next slide, please.

(Slide)

So, with that sort of orientation to what the

effect is, I"'mnow going to -- the next slide --
(Slide)
-- will show graphically that depending on the

screening interval, the prevalence in that group that is screened
actually goes up, as is probably very intuitive to nost of you,
so that in a two-year screening, even though the annual incidence
is .2 -- during the first year, that would be the preval ence, but
there would be .4 in the year they are actually tested, and way
over here in a five-year testing w ndow, since you accumul ate
nore tine at-risk to becone infected, you' d have actually a 1 per
1,000 prevalence in the year that you are tested. Next sli de,
pl ease.

(Slide)

And try next because it's not show ng up

(Slide)

No, go back.

(Slide)
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This, on your handout, hopefully shows that in a
two-year screening interval, there's 67 percent of the undetected
infections are being detected each year. In a three-year, it's
50 percent, 40 percent for a four-year, and 30 percent in a five-

year, and that follows fromthe previous two slides. Next slide

pl ease.

(Slide)

So, what is the result of all this changing in
screening? Well, it's sort of counterintuitive -- at least to me
it was -- that it doesn't matter what your screening frequency is
in terns of the nunber of individuals that you will detect each
year. Regardl ess of the screening frequency, over a stable
period -- which we are rather stable, having done this for 16
years -- you are going to detect the sanme nunber of people, but

you are, of course, screening people who have a hi gher preval ence
because they've had nore tinme to get infected than they are
screened. Next slide, please.

(Slide)

Wiere you see the big difference in changing the
screening programis in the nunber of undetected cases whereas in
the two-year screening cycle, you detect basically, which is the
i nci dence rate -- that's the nunber you're detecting, that's what
| said earlier, the rate per 1,000 tested is very close to the
i nci dence -- your nunber of undetected in any given tinme is half

the incidence, and the three-year would be the incidence, and
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then in a five-year, as you can see, it actually approaches tw ce
the nunber of people undetected that you are detecting each year.
Next slide, please.

(Slide)

So, if we look at sonme of the initial objectives
of the HV Screening Program-- | won't read themagain -- but it
was to inprove readiness, protect deployed individuals, protect
the health of an infected individual, and protect the public
health. Al of those have as their basis for justification or as
an objective, to minimze the nunber of undetected infections.

VWll, you have to draw a |ine sonmewhere. | rmean,
we could test daily, | suppose, or annually, or every other year,
and the policies have kind of been sonmewhat erratic, but for the
services and their own specific needs, which I'm sure the service
representatives will be discussing. Next slide, please.

(Slide)

I bring this up not to be contrary to what Lynn
Pahl and said about to ignore the Serum Repository, but to point
out that there is another objective right now currently in the
policy of DOD policy, and that is the requirement for HYV
screening is linked to nedical surveillance of service nenbers.

Now, | was, five years ago, very vocal that | felt
the policy for doing medical surveillance and pre-deploynment
screening should not be linked to the HYV program because |

thought the HYV program could lose its funding, or they could
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convene an AFEB Board to nmke a decision about the testing
program anything could happen, but that's not what happened.

They decided to link the HV testing and screening
with medical surveillance, and | excerpted from the different
Directives and Instructions, DOD Directive 6490.2, t he
Instruction 6490.3, and Health Affairs Mno in '98, that
basically say that there will be a Serum Repository for medical
surveillance, for clinical diagnosis and epidemologic studies,
the CHPPM operates this DOD Serum Repository, and this |ast one
basically states that the pre- and post-depl oynent related bl ood
sanple collection required by this Instruction is met by the
routi ne participation of the services in the HV Program So, it
is linked. |If you change the policy, another policy will have to
be changed, which it is not an inpossible task, but currently
today there is a link and, for deploynents, they basically say if
you don't have an HV screen test within 12 nonths, you need to
get one, and that serves as the pre-deployment blood sanple. The
post - depl oyment blood sanple is just a routine testing that
occurs in the mlitary. Next slide, please.

(Slide)

So, that's how | wll segue into the DOD Serum
Repository, just to end by describing what it currently has in
terms of its inventory. It has the renmaining serumfromthe HV
-- | say "force" testing, and that's a true statement, although

it has a fair anount of adjunct testing in there as well, and
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it's hard to really separate it out, the policies have been
different over time, but it basically has nost of the testing
done in the Arny, Navy and MEPS from '85 to present, testing in
the Air Force -- serumresulted fromtesting in the Air Force '96
to present. It's got over 30 mllion H V-negative specinens, and
that increases by 2.3 mllion per year.

Depl oynment speci nens, at one tinme we drew specific
depl oynent speci mens, 150,000 of those that were not HV tested.
That doesn't exist anynore because it is linked with the HV
testing program W also have a small 100,000 specinen H V-
positive collection. Next slide, please.

(Slide)

The Repository is, at least as far as | can tell,
the world' s largest Serum Repository. Unrivaled potential for
sero- epi dem ol ogi cal studies, just based on the enormty of the
nunber of people we have tested and serial specinens on over --
you know, serial specinens on over 7.4 mllion individuals is
quite renarkable and facilitates a nunmber of different studies.
And it's all linked to the denographic, mlitary and nedical
outcone data that we have in the DVMSS. Next slide, please.

(Slide)

This last graph shows the nunber of specinens per
i ndi vidual, so just basically, on the left side is the nunber of
speci mens. So, we've got 3 mllion individuals wth one

specimen, 1.4 mllion individuals with two specinens. You can
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see, basically half a nillion people who have five specinens, and
over a mllion people that have five or nore specinmens in the
Repository.

On this second Y-axis here, it shows the tine
between -- the range in time between the first and the |ast

speci men, and for the nost part it's a remarkable nean of about

one year tinme between the first and last. So, people with nine
speci mens, about nine years between the first and the last. But
there is a range, and that is -- you can see on the graph, people

with five specimens, that's five specinmens in a two-year period,
all the way up to spread out over 11 years. Next slide, please
(Slide)
I won't go over these studies, but just to show
that in addition to supporting HV studies and the other -- from
the HV comunity, the Serum Repository has supported a nunber of

other studies. And Hepatitis Cis a good exanple of a study that

went from conception -- this was studied by Craig Hynes and R ck
Riddle -- and went from conception to published nanuscript in
under two years. So, we really address the preval ence and

i nci dence question of Hepatitis C in the mlitary, which had
significant inpact on the potential testing program and the cost
of that in a very short tine, just because we had stored sanples
and peopl e.

(Slide)

And the next three slides are just pictures
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showi ng the Serum Repository. Sonme of the nenbers were able to
visit it at the last neeting, |ast Board neeting.

(Slide)

That's the freezers, our nain area. W have 13
freezers in this area and two large freezers in another area.
Each of these freezers is 34 by 30 feet and can hold about 4.5
mllion specimens. |t can hold nmore than that if we pack themin
tightly, but the last slide --

(Slide)

-- shows that all of our specinens are on the
ai sle. So, it's kind of like we've got Anerican Airlines beat.
When we go in to retrieve a specinen, we just pull out a tray.
The nmost we'll have to do is kind of Iift up these four trays to
pull out a specinen. They've been catalogued and it mnakes them
very accessible to do studies. W've got about six different
studies going on right now that are pulling specinens. And
that's all | have.

DR OSTROFF:  Thanks very nuch. Let's open it up
to questions or comrents. Jeff.

Ca.. GUNZENHAUSER: I've just got one conmment. I
think there's one error, and | wonder if you could check this out
later, I'd appreciate it, but you have two slides -- | think it's
about the fourth page of the slide set -- fifth page has to do
with Arny Reserves, and the first slide is a listing by year of

the counts and the rates, and the second one is a Ml e/Fenale
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slide. | think there's an error in the scale on the Ml e/ Fenal e.

There's four years in there where the Male and Feral e are very
cl ose, so you can interpolate what the preval ence should be, and
it looks like the rates, for exanple, in 1992, it shows Males .6
and Fenal es about .56. You'd guess about .6 average, and on the
table it shows .3, and there's a nunber of other years. | think
that there's a scale problemon the Ml e/ Fenmal e chart.

Lt COL. RUBERTONE: And | didn't point out in the
handout -- | apologize -- for 1992, the handout is wong for the
Navy Active Duty. | caught that last night and corrected it. So,
what was on the slide | think was a rate of about .48 rather than
what's on the handout .

COL. GUNZENHAUSER: | think the table is correct,
so | think if everybody |ooks at that Male/Fenale realized that
the rates there | think are twice what they should be, and if you
can correct that, that way on the Wbsite when people are |ooking
at Male/Female rates for the Arnmy Reserve, it gets posted and we
can have that correct.

Lt COL. RUBERTONE: I"I'l certainly look into it.
Thank you.

M5.  PAHLAND: I have a comment, please. I just
want to clarify the question that we've brought forward to the
Board. W really did not want to have the question of interval
H'V testing tal ked about as being the main support for the Serum

Repository. It's a separate issue. So, we're just asking that
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clinical question.

DR OSTROFF: W understand that. Can | ask one
question, which is have there been studies to look at why there
is this peculiar age distribution in terns of when individuals
become sero-positive?

Lt COL. RUBERTONE: ['m aware of one study that
denmonstrated that fact, by Phil Renzulo (phonetic) of the HV
research commnity, found the same actual thing at incidence in
that age group, but |I'm not sure whether they actually addressed
the reasons and the why.

W don't have any information on either behavioral
risk factors or other specific risk factors that mght delineate

that. So, | know Phil Renzulo's study did nention it and pointed

it out, I'mnot sure whether he actually addressed it.

DR OSTROFF: Is this simlar in the other
servi ces?

Lt COL. RUBERTONE: |'m not aware.

DR CAMPBELL: The AFEB addressed this issue in
1986, and I'd like to know what their reconmmendations were then,
that's No. 1. No. 2 is, why don't all the services have the sane
testing interval now?

Lt COL. RUBERTONE: Right, and 1'll leave that to
the service reps to get into a little bit mre why they don't
have the sanme interval. My own personal observation was it had

to do with different nuances of the services. The Navy basically
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tests everyone before they go aboard ship for a deploynent on

ship, so that drove their policy.

The Air Force came close to following the AFEB s

recommendations in 1986, wth one nmajor exception. The
recomendation -- | alnost put up a slide, but | thought it
woul dn't be very proper. I was going to say this isn't the way

to come up with a recommendati on because it said do every five-

year test

our youn

ing, but because we know that's not enough to capture

ger service nmenbers between 20 and age 30, they

recommended mandatory testing with each hospital adnmission. They

al so recommended testing which does occur in STD clinics, and for

sonet hing el se. The AFEB reconmendation -- |'m sure Rick can
provide this, I've got it in ny briefcase --

Lt COL. R DDLE: It's actually at Tab 10 in your
not ebook, all of the prior Board recomendations on HV are in
Tab 10. | think there's five in there. And the "86 Meno is in
there.

Lt COL. RUBERTONE: The '86 Meno basically alludes
to doing testing every four years in conjunction wth the
physi cal exam although | don't believe the services even do a
four-year physical exam But then it sort of caveats and says,
well, you should do testing with each hospital admi ssion, and

then prenatal testing also.

servi ces'

(202) 234-4433

So, kind of what grew out of that was the

own sort of interpretation of those recomrendations,
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and naybe they can say why that is, but there's always been
di fferent policy.

DR OSTROFF: And I'Il point out that nuch of it
al so discusses HTLV-3, which goes to the fact that this was
pretty early in our know edge and understanding of both HV
testing as well as the epidemology of what was going to
subsequently happen. So, | would argue that by and large they
are alnmost irrelevant to the situation today. John.

DR HERBOLD: Let ne nmake a comment on that. At
that tine, we were also very precise that we were tal king about
HTLV-3 anti body because we didn't understand the natural history
of the disease, and the proponents for hospital adm ssions,
pregnancy and STD testing -- and Bob Redfield was one of the main
drivers on that -- was to try to help us define the natural
history of the disease at that time. So, a |lot has changed over
tinme, and the drivers, the reasons for doing |lots of things.

DR OSTROFF: O her commrents or questions?

(No response.)

Let ne then thank you. That's a trenmendous anount
of -- oh, I"msorry.

Lt COL. EDMONDSON: Mauhee Ednondson, Accession
Policy in G8D. | just want to share with you all the policy that
governs the entrance of nedical standards for an individual to
enter into the mlitary is the Departnent of Defense Directive

and Instruction 6130.3 and 6130.4, and some of you may well know
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that. But in that we say if an individual is tested for HV and

is positive, they
Active Duty side,

tested, you're

cannot enter into the mlitary whereas, on the
if you are already in the mlitary, you are

H V- posi tive, you stay in the mlitary

until/unless you test positive for AIDS. So, |I'd just share that

with you all as

deci sion because

you're gathering your information to nake a

that wll inmpact the Drective and the

I nstruction that cones out of our office and Col. Behm s office.

In addition to that, one other thing | would add,

we say that this policy is nandated by one standard. W are to

provide to all of

the services and to the Coast Quard, because

they conme under the Departrment of Transportation, basic mnimm

nmedi cal standards

for any applicant to meet for worldwi de

depl oyabi lity. So, as an outlier with that prem se, whatever

deci sion that comes out of your all's recomrendation is, is this

a standard then that this individual is available for worl dw de

depl oyability in the light of the smallpox, et cetera -- of the

vacci nati ons that an individual is going to receive.

DR

OSTROFF:  Thank you. Wy don't we nmove on to

Col. Jones' presentation. He will wupdate us on operational

requirements for

HV testing, and this wll be the final

present ati on before | unch.

LtCOL. RIDDLE:  And 1'Il have Mark's slides up on

the Board Website,

so if you want to refer to those slides later

on, it will be the corrected ones that he had here -- and al so

(202) 234-4433
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larger, and you'll be able to see the graphs.

DR OSTROFF: And your slides are in Tab 10 as
wel | .

Lt COL. JONES: Thank you very much, sir. | do
appreciate the opportunity to address the Board on operational
aspects of HV testing. Some of the issues have already been
di scussed, which is good because that neans that these will
amplify what | have to say or else | can go over them nuch nore
qui ckly.

The perspective |I'm going to address is nore the
Joint Staff and conbatant command perspective. | realize that
the services are going to get tine to talk about their rationale
for screening, and so | know that they nay have ot her operational

aspects that are either unique to their service or that transcend

the services as well. So, without further ado, I'll go on to the
next slide.

(Slide)

This is what |I'm going to cover -- current

requi rements in terns of the conbattant conmmrands, operational
i ssues, of course, is the main issue |'m supposed to address, but
there are sonme other considerations and sone of those have
al ready been nentioned by Col. Rubertone, and that's the agenda
['I'l follow Next slide, please.

(Slide)

| did query the conbatant comrands in terns of
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what their requirements are for deployment to their AORs, and the
response that | got back was that nost of them require screening
within 12 nonths of depl oynent.

Now, the only one that | didn't get a clear
readi ng on was Southern Conmand, and that doesn't nean that they
do not have a requirenent, but | didn't get a clear read on that.

So, the policies that | was able to review for them and the
response | got back, it's a little unclear if they have a
definite mandatory requirement or not. But you can see that nost
of those that have geographic responsibilities do have a
requi rement for pre-deploynent screening that it would be within
at least 12 nonths of the depl oynent.

The only one that | could see that specifically
nment i oned post-deploynent H 'V screening was the Pacific Comrand

Now, of course, there is a note that it would be based on
service requirenents, but they specifically nention post-
depl oynment as wel | .

And the definition of deployment, one factor to
consider is -- because we are talking about pre-deploynent
screening -- the definition of deploynent can vary, although the
CICS Menp that's listed at the bottom there gives the definition
that's used for deploynment health surveillance purposes. O
course, the operational commands could go with a nore stringent
policy. So, | was told that Special Operations Conmmand, anything

greater than one day would be considered a deploynment for them
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Next slide, please.

(Slide)

I'm going to start now into sone of the
operational issues, and to sone extent |'ve listed these sort of
in what | think are in order of significance, although certainly
ot hers mght disagree with ne.

The V&l king Bl ood Donor System this is an issues
that's already been, | think, mentioned. The Arned Services
Bl ood Program does, of course, strive to provide tested bl ood
products throughout all casualty care levels, but clearly
situations do arise that do prevent using fully tested blood
products from being available, particularly aboard ships and in
forward | ocating. Agai n, Special Qperations soldiers, sailors,
airnmen in particular, face the issue of often having just a nedic
that's out there with them in very forward-deployed |ocations.
And nmedics have identified the need for platelets, currently
available source if you are forward deployed, especially
col | ect ed whol e bl ood.

And, again, U S. Special Qperations Comrand, they
nmentioned that on some days they could have personnel depl oyed to
140 countries worldw de, in sone cases very snall teans.

And there are some recent incidences that were
nmenti oned where we actually did use untested bl ood products. The
USS (Cle bonmbing was nentioned, and Operation Enduring

Fr eedom There have been tines when collection and transfusion
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of untested bl ood have occurred.

And | did talk to the Armed Services Bl ood Program
about the issue. They verified the issue that's presented there
basically, and also nentioned that they would, in addition to the
operati onal comands supporting pre-depl oynent testing, that they
woul d support that as well for this reason. Next slide, please.

(Slide)

Wll, sonme of the other issues, again, when you
think about wuniversal precaution, certainly in a battlefield
situation or the idea that to nmedics and buddy-aid, that that can
be done is certainly not going to be possible, and what that will
lead to, of course, is not that folks will not get care, that's

not an issue. The issue is protecting those who are providing

that care.

Personnel deploy to high prevalent areas, of
course, | nentioned that Special Operations Forces could be
depl oyed to 140 countries worldw de. W have, of course, our

forces deployed in a nunber of areas that have a very high
preval ence for HV. And we also do have a lot of our operations
now are conbi ned operations where we deal with Coalition Forces,
and they nmentioned one particular incidents in one of the
headquarters recently where a Coalition menber was sent back hone
because of testing positive for H W

O course, it does give us sonewhat of a baseline

with regard to at |east you knew what the pre-depl oynment status
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was wthin 12 nonths. Pre-vaccination screening has been
nentioned, so | don't think | need to go into that in anynore
detail, but in many cases we may have to do vaccination on very

short notice based on post-exposure/post-outbreak type events,
and these forces mght be quite far deployed, and the ability to
do quick HV screening may not be possible. So, that's another
factor to consider. Next slide, please.

(Slide)

And the |ast operational issue | wanted to nention
is this issue -- and, again, | think this is one of the less
signi ficant issues from an operational per spective, but
nevertheless it was an issue that was nentioned by sone of the
conbat ant conmands, so |I'mbringing it up here. | don't think it
woul d necessarily disrupt operations, but they are deployed in
many cases to areas where the disease threats of various kinds
are severe and the conditions are severe, so it's something to
keep in mind. Next slide, please.

(Slide)

Some of the other health public health issues cone
into it, not so rmuch operational aspects, but things that were
mentioned by the conbatant commands. Again, the potential to
spread HV abroad. | did look at the country clearance
requirements. I did a quick screen of those. These country
clearance requirements are based on bilateral arrangenents

between the U S. and foreign governnent officials, and the
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principal purpose is to obtain permission to enter countries
outside the United States from officials that are exercising
authority over that area. And, of course, the thing with those
is they could be nodified anyway, or exenpted based on things
li ke exercise operation orders, wunit deploynent orders, and
Unified Command travel directives. So, there are sone exceptions
that can be granted for those requirenents anyway, but when |
screened those requirements for several countries, | didn't find
much in terns of HV screening. So, | don't think that that in
particular seens to be a major issue.

Again, | guess there's also the political aspect
of it. Wuld there potentially be a perception that U S.
personnel are spreading H'V, and does the screening inmpact on
that perception, that m ght be an issue to consider.

Screeni ng decreases transmssion -- again, this is
nothing new in terns of public health type perspective. And this
issue of recruits only being screened at entry -- naybe they
woul d be screened if they didn't reach a particular interval, if
we didn't do sone kind of interval screening, was al so nentioned
as an issue.

And, again, this issue of highest risk -- of
course, that's incorrect based on the information that we were
just shown. Next slide, please.

(Slide)

And then sone related issues which have already
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been brought up, so | don't really need to say much about. This

idea of the blood sanple for HV testing

depl oynent

have to be

serum sanple, | would agree t

now serving as a pre-

hat those issues don't

linked, but it's inportant to realize the practical

consideration that right now they are

conveni ence sake. Next slide, please.

(Sl de)

I'i nked, probably for

And the frequency of screening. Now, nost of the

conbat ant commands indicated that they would prefer if there was

a consistent screening interval anmong the services. O course

you' Il hear

di fferences

themindicated it would be easier for

of an adm
servi ces,

di fferences
oper at i onal

pl ease.

the service perspective on why they may have uni que

but, from the conbatant comand perspective, nost of

them and | think it's nore

nistrative aspect. If it was consistent anong the

they would have to focus

among the services and

less on those unique

focus on the unique

aspects nmore for particular operations. Next slide

(Sl de)

And, in conclusion, again,

H V screening, | think

it certainly is a value from an operational perspective. There

are sone unique operational issues, of c

consi der ed

nment i oned,

ourse, that need to be

as you make your recommendations. And as |'ve just

nmost of the conbatant comrands would prefer a comon

screening interval, if that was possible.
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DR OSTROFF: Thank you very much. Let ne open it
up to questions, but let ne ask one beforehand, which is where
did the 12-nonth interval cone from and how long has it been in
pl ace?

Lt COL. JONES: Sir, the only conbatant comand
that mentioned where they thought that the origin specifically of
that was, they looked at all the service policies and they took
the one that was nost stringent. That was Central Command, in
particular, that mentioned that. So, with one year being sort of
the tightest time interval for consistency sake, that was the
only group that nentioned, but sonebody else may be able to
provide nore info on that.

Lt COL. RUBERTONE: | recall when we were asked to
| ook at pre-deploynent tests for Bosnia based on test sanples
that were currently in the Repository that we could use, they
varied greatly from one to five or six years prior to the
depl oyment. And | recall the discussion that some test they may
want to do on stored blood potentially could deteriorate over
time, so | also heard it fromthat point of view Health Affairs
-- maybe Rick can chime in -- where we're looking to have some
speci mens close to the actual deploynent. That's where the one
year kind of grew out of it as well.

CDR LUDWG | also recall the host nation
concerns being historically maybe nore inportant than they are

now, and it seens to ne that there were sone host nation
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requirements for testing and naybe one year was the m ni num of
those, but | think that it's changed since the early days of the
screeni ng program

COL. DDNNEGA: | concur with Sharon. In the early
days of the HV epidemc, there were legal requirenents, country
entrance requirenents, and also host nation support agreenents
that had things witten in, and | think it ranged from as short
as six nmonths proof of HV negativity. Certainly, | was in Korea
in the late '80s and early '90s, and the Korean governnent wanted
to screen people as they entered the airport.

DR OSTROFF: Anot her question that | have is if
one of the major considerations for the policy is the Walking
Bl ood Donor System Are there any screening requirenents for
other chronic blood-borne infections at all in pre-deploynent
situations, such as Hepatitis C?

Lt COL. R DDLE Let ne comment on at least ny
know edge on the Wl ki ng Donors, those individuals are identified
prior to, and they are screened as a unit of blood is screened,
and literally have a Walking Donor card, and that's managed by
the Armed Services Blood Program Ofice, showed that the
i ndi vi dual was screened for everything that a unit of blood would
be screened for. But, like Col. Jones said, in certain
situations, that available supply of Walking Donor is not
adequate to neet the denand. | don't know if you all know --

because we |ooked at this with the Hepatitis C issue, and the
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i ssue of the Wal king Donor and a program of force screening for
that. That's what | understand the Wl ki ng Donor Programi s.

LtCOL. JONES: And | did go to the Armed Services
Bl ood Program They did not nention the particular type of
screening that you're talking about. It was a quick response,
t hough, so nmaybe it wasn't a full response. But, again, the idea
was, as you nentioned, there would be certain situations where
you woul d exceed even that capacity, and that has happened.

DR OSTROFF: Capt. Schor.

CAPT. SCHOR I think the Walking Blood Donor
Program has hopefully decreased in need along ships and things
li ke that, but having nanaged one of those about five or seven
years ago, you get your screen right as close as you can before
you | eave hone port, and you hope for the best for the next six
nmonths, and you hope that the exposures that may occur during
port visits don't result in HV exposure. And it's just the best
guess and the best thing you can do.

COL. GUNZENHAUSER To answer your specific
question, there is no screening requirenents other than HV in
terns of blood-borne infections prior to deploynent. The Arny
doesn't have any requirenents, and to the best of ny know edge
none of the other services do either.

DR CLINE I was not aware that anthrax
vacci nati on was contraindicated with HV positivity.

Lt COL. JONES: I was just looking at the clinical
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and adm nistrative guidance that just got published back on the
6th of August, and | believe that that was on the |ist. I
specifically | ooked at that, and | think they had anthrax down as
one of the contraindications. | may be wong, but | did
certainly mean to check that, and | think |I did, and specifically
| ooked at the current clinical and admin guidance. 6 August it
was signed by Dr. Chu (phonetic). W can verify that, sir, but |
did check that and that's why | wote it specifically on the
slide, so | think that's correct.

DR OSTROFF: I'm not aware of it being absolute
contraindication, but the current policy of a foreign power for
depl oyrnent .

Lt COL. JONES: Maybe that's too strong a wording
but in the policy they particularly talk about that would be one
of the categories for not giving the vaccination

DR OSTROFF: Wy not ?

CAPT. SCHCR I think it's nentioned for a
different focus. It has to do with giving anthrax vaccine to
those individuals who are H V-positive and the issues that they
may have less sero-positivity as a result of the inmmunization.
So | think that's a different issue

COL. GARDNER And also they are not deployabl e,
so they don't -- there's no reason for them to have anthrax
vacci ne. That's an exclusion from anthrax vaccine under the

current threat.
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COR LUDWG As | recall, it was a reason for
giving a waiver for anthrax vaccination. So, when it got to the
point of total force vaccination, the people who were
i munosuppressed, including HV, and | think there are also sone
ot her exanples given of immunosuppression, but they would be
exenpt from receiving the anthrax vaccination, not necessarily
contraindicated, but that they could receive an administrative or
medi cal exenption.

Lt COL. JONES: Thank you for clarifying, |'m sure
that's correct.

DR OSTROFF:  Ben.

COL. DI N EGA Is there infornation available --
wel |, on the Wal king Blood Donor thing, | think one of the easier
things to do is to ask the Bl ood Banking O fice how many units of
untested bl ood and bl ood products have been used in DOD over the
past year. But on the issue of undetected or new incident cases
of HV, is there a way to find out the contact tracing
information on these new cases -- where they acquired their
infection from and who they nay have potentially spread it to --
to take a | ook at the inpact of undetected cases?

Lt COL. RUBERTONE: Up until about five years ago,
that information was collected and actually centrally collected
in terns of specific risk factors, risky behaviors, contacts, and
even to the point of being able to trace that. | maybe m sspoke.

Maybe seven years ago, that was stopped. So now any of that
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information just exists locally except for some of the research
that is currently being done by sort of the behavioral
researchers over at the HV research comunity, | know in the
Arnmy -- and nmaybe the Navy will be able to say about in the Navy.
So, in terns of a central collection of all that infornation
where it is now analyzable, | don't believe that exists other
than specific studies or if you could go to large facilities that
do have a nunber of HV-infected individuals, and they would
maintain it locally.

Lt COL. RIDDLE: And | polled the Subcomrittee to
consider this issue, every published study in the peer review
literature dealing with HV and mlitary personnel, US. nilitary
personnel, plus a variety of studies |ooking at the issue, along
with the CDC guidelines and ot her guidelines.

DR GRAY: This is Geg Gay. One factor that
maybe | mssed, but | haven't heard discussed, is cost savings if
we do change the intervals. Wat are the costs of the testing,
the storage, everything el se associ ated?

CAPT.  SCHNEPF: den Schnepf, from Navy HYV
Program Depending on what the interval is that is currently
being tested, of course, if it is less than whatever set is going
to be reconmended, it will be nore expensive, that's obvious.
It's just a matter of adjusting accordingly in the budget. I
mean, if the interval is every five years and the recomendation

will be every two years, that's going to be an increase in
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testing cost.

DR OSTROFF: Let's wait until we hear the
afternoon presentations from the various services. Let me ask
you a question that's probably going to be difficult to answer
since it is not highly quantifiable. Do the various comrands
seem happy wth the current policy? Has it caused any

difficulties that you' re aware of ?

Lt COL. JONES: Sir, | think it's more just an
admi ni strative convenience type thing that they would like a
consistent interval anong the services. So, | think that that's
not a huge issue, | don't think. | think it's just nore that

they would prefer that because it would be easier for them to
administer and |ook after. But because they are setting their
own policy in terns of the depl oynent screening side, they each
have set that 12-nmonth interval. | don't believe that that cones
from any particular DOD Instruction or Directive, but somebody
could correct ne if I"'mwong on that. So, they are setting that
thenselves. So, a lot of their issues | think are taken care of
by setting that [ess than 12-nmonth screening interval.

CO.. GARDNER If there is a consistent policy of
every 12 nonths anong all the service menbers, that would
elimnate the need to be drawing these during their pre-
depl oynent three days, as they are trying to get ready to get out
the door, and we've, in fact, had people where they drew the

bl ood three days before they left and they got the result the day
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after they left, and then they had to go find themin Afghanistan

and bring them back.

CAPT. YUND: It is nentioned in t

he Joint Staff

Meno on deploynent health surveillance that if an HV has not

been drawn in the last 12 nonths, then one nust be

dr awn.

LtCOL. JONES: Sir, was that related nore, though,

to the Repository issue, because when | |ooked at it they

nentioned the two together. And that's why |I'm wondering if it's

nmore in that Instruction, it seened to be base

Repository issue.

d nmore on the

CAPT. YUND: Wll, that nmay be, but as has been

mentioned a nunber of times up to this point, we're still dealing

with [inkage of those two issues.

DR OSTROFF: Capt. Schor, and then

Pi er ce.

CAPT. SCHOR And | recall that with the 1998, the

original Staff Mo, | think, put that |inkage,

and there was

just a feeling of -- | don't think there was any science

particularly applied to it, so that the 12-nmonth interval seened

to nake sone sense. I think that's been

continued. And ny suspicion is that that is what

systenatically

t he conbat ant

commanders then said, "Well, it's in the Joint Staff Mmno, it
nust be based on sonething. W'Il just go ahead and go with 12
nont hs" . So, | think that has created a systematic 12-nonth

interval, rightly or wongly.

DR GARDNER  Just thinking mlitary preparedness,
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it seenms very unlikely that soneone who was sero-negative would
be unprepared or unable to -- who would be clinically ill a year
later, or even two years later. So, froma strictly once you've
tested sonmeone and they are negative, the idea that they are
going to be bad soldiers, it seems to me we could |engthen the
interval. The issues we've heard are the Wil king Blood Bank,
obviously, is sonething that if that's inportant feature, but
we' re hearing that downpl ayed considerably, that's a feature that
woul d push you toward very frequent testing. The need to give
contraindicated live-virus vaccines in a hurry, such as snall pox,
woul d be another fairly significant issue that mght be solved by
giving the small pox vaccine inmediately after the first negative
test.

And the third, | guess, is one |I'd like to hear
nore about at some point, are the political issues about
countries saying "W don't want your soldiers here unless they've
been tested nore recently than that". But | think fromstrictly
a fighting force point of view, it would seem that one could
lengthen the interval because | think the idea of sonmebody
getting infected the day after they were tested, they are still
going to be hale and hearty alnost always a year later or two
years latter.

Lt COL. RUBERTONE: One conment about sort of this
inevitable |inkage of the two policies, Col. Jones is correct, |

think the 12-nonth interval has nore to do with naking sure
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there's a pre-deploynent test on file than on naking sure there's
an H V-negative service nenber on the depl oynent.
And just one other piece of information. Thi s
m ght cone out later, but for about a year and a half there was
actually a policy in place that said pre-depl oynent specinens,
you need to define deploynments needed to be drawn, which was very
separate fromthe HV program And like | pointed out, we did get
150, 000 specinmens during that period of tinme. Al the services
that communicated to ne felt it was logistically very difficult
to try to do this pre-deploynent screening as these individuals
were getting on the plane. Sane with the post-deploynent. And
what grew out of that was sort of a reliance on the HV testing
program whi ch had al ready nechanisns for transporting specinens,
funding laid out -- the Air Force had a big problem w th who was
going to pay for the FedEx of these pre-depl oynent sanples, |oca
peopl e? Someone centrally? And they just said, "Look, we've got
an HV thing that works, let's just continue to use that", and it
was really out of convenience that it was linked to the HV test.
So, the requirenent then just said you need an HV test prior to
-- because they didn't want to say you need a pre-depl oynent
speci men because that would confuse people and they would draw a
specimen and send it to the Repository.
From our point of view, certainly not to feed the
Repository, as M. Pahland said, but just logistically, we'd

prefer receiving things in big bulk fromH YV testing contractors
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who send us reliable data, rather than the glass tubes in wre
racks that we get from Air National Quard units, wthout data.
So, if we did away with all HV force testing, we certainly would
have to cone up with a creative way to do pre-depl oynent testing
in the services, with the same type of -- you know, |ooking at
the sane issues the H V program has | ooked at.

DR OSTROFF: Dana, did you have a conment?

DR BRADSHAW Difficult issues, but | think I was
kind of thinking in the sane line as Geg Gay about the cost-
ef fecti veness nodeling and naking sure that whatever lit review
that Rick is going to supply to the Board, that there are sone
cost-effectiveness evaluations of screening and |ooking at
alternate nethods of screening, if we're only looking at HV,
Serum Repository obviously we're all grappling with this issue of
dual needs, but the HV itself, doing risk-based screening and
the cost-effectiveness of that as opposed to just time interval
screening, you'll hear from the service reps this afternoon, but
there's things that are being done such as STD, people with STDs,
pregnant individuals, drug and alcohol rehab folks, and in the
Air Force we do the annual PHA and we ask questions about sexual
i nvol verent. That coul d be another one where greater than 3 risk
sexual partners in the last year, or sonme other tinme interval,
you could look at frames like that. And hopefully there are sone
things in the literature that mght could address alternate

met hods to make sure you have or pick up in the nost efficient
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manner the people that would be at-risk for becomng H V-
positive. So, | would think about factoring that in as well.

And then the Serum Repository issues certainly
there's reasons to screen, but | know in the Air Force we have a
ot of frequent deployers, and interval again comes up as if you
only need serum how often do you need to draw it if you bracket
a deploynment. |If you "deploy" three tinmes in a year, do you need
three serums, or do you just need to bracket deploynments and have
some baselines and fol | owups?

DR OSTROFF: Ben first, and then Ken.

CO.. DNFEGA: Mark, you probably can answer this

but | think that the data that you showed was a mxture of both

force testing -- and for the Board nenbers, force testing is the
routine testing on your birth date, or whatever they use -- every
two years, five years -- and then there's clinical testing for

STDs and possi bl e admi ssions, et cetera.

Are the cases, the new cases every year, are they
bei ng detected through force testing, or clinical testing?

LtCOL. RIDDLE: That's a good question. | didn't
include a slide on that because we actually don't have very good
data. W do receive a field on each record that says what was
the reason for this test, and one of the reasons is force
testing, clearly one is sexually actually transmtted disease
clinics, one is a clinically indicated test, and then our biggest

category is everything else, which is "Qher", and it's sort of a
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catch-all.

Just going from nenmory on the 5- or 6,000 H V-
positive individuals that we have information on, like | said, |
don't really trust the data, but about a third came with saying
this was a force test, and about half of the people came wth
QG her, other tests for some other reason. There's about 35 or, |
don't know, naybe 25 different reasons that can be filled. So,
we're not sure what feeds that. So, we don't have real good
reliable data on that question.

DR OSTRCOFF:  Ken.

CAPT. SCHOR  Just a couple of quick comrents. |
thi nk when you ook at HV testing froman accession perspective,
you're really looking at data as an investnent issue -- do we

want to invest in that individual and put noney into that

trai ni ng?

| really don't think -- and | think this may try
to answer Dr. Gardner's point. |'mnot sure this is a readiness
issue, | think our Canadian and U K colleagues would suggest

that it probably isn't really a readiness issue.
I think that it is evernore a clinical issue in
terns of things like smallpox, and also a bl ood-borne pathogen

i ssue because forward deployed forces have no real way to test

bl ood- bor ne pat hogen exposures. Interestingly, the dentist may
help solve that with salivary diagnostics for HV testing. |It's
just amazing. | think Navy dentistry is working on that. Cool.
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Wuldn't that be great? But when you're in a ship on a big
amphi b or sonething like that, or forward depl oyed surgical unit,
you don't know what that blood is. You have no way of testing
it. And especially if you're in a humanitarian assistance or
di saster recovery scenario in a high endenmic area, that's a
fighting scenario.

So, | think that may reclassify sone of the
considerations here, and gets to your point of do we test for
ot her things, too.

DR OSTROFF: Vell, let ne just say -- | nean,
from the Board's perspective, we come at the issue from what
nmakes sense in terns of public health and what nakes sense in
ternms of the science, and that's largely based on the data that
you present to us regarding both the issue of why the testing is
being done, as well as what the data show in ternms of -- | hate
to use the term sero-incidence -- but, by and large, that's what
we can take into consideration. W realize that there are many,
many other policy considerations which go into why things happen
the way they happen, and that's why | asked the question, are
peopl e happy with what currently is going on because that has to
be a consideration as well.

I will point out that if you take the data that
Col. Rubertone presented, that even with that 12-month w ndow,
you're still going to have some people that are going to end up

slipping through that w ndow because you appear to have a sero-
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i nci dence of about .2 or so per annum at least in the Arny. It
seenms to be lower in some of the other services. But that would
mean that there would be 10 to 20 potentially that nmight slip
through, that become infected between the interval when they
could have received the test, which is as nuch as 12 nonths
earlier, and deploynment. So, it's not a fail-safe system And
as was pointed out, you could test people every day if you wanted
to, it's just what makes sense in terns of the reason that you're
doing the testing and what are you hoping to acconplish by doing
it. Even regarding the argunent about some of the |ive vaccines,
if someone has sero-converted within the prior 12 nonths, the
l'i kelihood that they're going to be far enough advanced in their
clinical course to develop progressive vaccinia, which is the
major thing that you' re concerned about, is vanishingly |low so
that that would be a prinme driver and consideration in terns of
feeling unconfortable giving them snall pox vacci ne.

| nmean, there are a lot of issues to discuss, and
| think that we'll be very eager to hear the presentations from
the various services about what the current policies are, and see
if we could bring some public health logic to the issue, and that
public health logic, | think as Geg pointed out, also has to do
with whether or not there mght be opportunities for a cost
savings sonewhere within all of this that satisfy the needs of
the services and also satisfies froma public health perspective.

O her coments before we go to lunch?
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[f not, I'Il turn it over to R ck.

Lt COL. R DDLE: Let's go ahead -- and sone people
have to leave this afternoon -- and get a picture of the Board
and the Preventive Medicine consultants for the Board, and we'll

do it just right out here in the lobby, in front of the fireplace

for the Thayer. So, if we could form up out there,

we'll go

ahead and do that, get a Board picture, and then everybody is off

recess was

for lunch --

DR OSTROFF: There's a beautiful view outside.

LtCOL. RIDDLE: W could do it outside.

DR OSTROFF:. Let's be back at 1:30.

(Wher eupon, at 12:00 p.m, the luncheon
taken.)
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(1:45 p.m)

DR OSTROFF: Sorry about that. W took a little

bit of extra time and plus we've |lost a nunber

of Board nenbers

who, in order to be able to get back to where they needed to be

for commitments that they had in the nmorning, have departed. So,

we have a snaller group, not to say a |ess auspicious group at

all, but hopefully this will help us to quickly nove through the

aft ernoon agenda. So, why don't we get started with the first

presentation from the services and, according to ny list, that's

the Arny.

Ca.. GUNZENHAUSER: Thanks very nuch. Good

afternoon on a beautiful day.

As | understood it, ny main intention was to

explain to the Board what the current policies are with Arny HV

screening and, as sinple as | think it may be,
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l[ittle conplex, but I'Il try to add some conmments at the end
maybe a little bit about the history of this and what sone of the
additional reasons may have been why things were set up the way
they were. Next slide, please

(Slide)

W have an Arny Regulation, | think originally
published in the late '80s and it was updated in 1996, about HV,
and there are a nunber of chapters in here, it's not a sinple
delineation of what the testing frequencies are but, rather,
tal ks about policies and screening and a variety of other things
in the regulation, including community education and other things
that need to be done.

Wthin this policy -- and I'll go over these --
there are really three intervals that the Arny deals with in
ternms of screening frequency -- one of themis six nonths, one is
two years, and another is five years -- and |'Il describe them
here, but they really are different policies regarding accession,
if you are on Active service, Reserves, if you go overseas, and
there are a couple other considerations that |1'lIl go over. Next
slide, please

(Slide)

What |'ve included here is really copies right out
of the Arny Regulations so that you can see for yourself what it
says. For accession testing, there's a specific thing in here

for enlisted folks that this is conpleted at MEPS, but in here in
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the text you can see that if at the time they come on Active Duty
an individual hasn't had a test within six nonths, that it's
supposed to be done within their first 30 days, or 29 days while
they are there. And | think that the intent of this was concerns
that maybe people were infected between the time they were tested
and MEPS, if it's been a long | apse, and to assure that we're not
accessing people who are infected. And |I've known of sone cases
where these situations occurred, where there was a question of
whether it existed prior to service, and | presume this is not
only based on the interest of accessing sonmebody so they can have
a lifetine of service, but also there is an econonmc
consi deration, you' re accessing sonebody that the nedical cost
associated with it may be a concern. Next slide, please.

(Slide)

For Active Duty, really, our policy is biannually,
whi ch nmeans every two years. So, when soneone goes through a
depl oyrment processing site, the mninum requirement is they have
to have a test within two years to be considered deployable,
al though depending upon the operation, if we Kknow they are
deploying to a particular area where | guess it looks Iike
virtually all the policies are one year by default to really
deploy to those locations, unless it's just an Arny operation,
it's going to have to be within a year. But the Arny policy is
two years to be depl oyabl e.

Then within the Arny, the National QGuard and the
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Reserves, it says here every five years. Now, it used to be they
had the sane policy as the Active side and it was every two
years, but prior to the 1996 revision of the regulation, the
Reserve Conponent cane forward and they said froma cost point of
view this was not very effective, and so they put forward an
argunment to revise it, and it was accepted. So, for the Reserve
Component, it was switched to every five years.

Nonet hel ess, if they come on Active Duty -- so, if
they are just drilling on the weekends and having a two-week
sunmer, or sonetinme during the year, type of drill, they don't
exceed 30 days, then every five years as part of their physical
examnation is sufficient, but if they come on Active Duty for a
period of 30 days or longer -- and | think the reason |'ve heard
for this is because of something to do with medical benefits,
where | think if you are on Active Duty for 30 days or |onger and
you have sonething that's discovered, then either while you are
on Active Duty or subsequently it may be attributed to your
Active service and, therefore, DOD would be responsible for all
the nedical care.

So, again, this may be an economi c decision such
as accessions -- got to have it within six nonths -- to show that

you' re not infected.

I think for the CGuard and Reserve, | know that if
you have HV -- like in relation to the recent call-up -- you
can't be called up for service. | guess maybe there are certain
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exceptions, but as a rule HV, you wouldn't be called up forward
to support these operations. So, | presune that's why this policy
isin effect. Next slide, please.

(Slide)

This is about overseas assignnents and, again
it's alittle bit confusing, but it says in here, the first thing
-- the bottomline is, if you are going overseas on a permanent
change-of -station, it's got to be within six nmonths. And | think
that this was arrived at based concerns at the tine about DCD
wanting to assure that we weren't sending fol ks overseas who were
i nfected. So they shortened the requirenent for a long-term
assignment to six nonths. If you're going to be there for six
nonths or longer, you have to have an HV test within six nonths
whereas, for a deploynent of 179 days or less, it could be two
years. So, for many of our military operations, soldiers are
given orders that say TDY not to exceed 179 days going to some
location, they would only have to have a test within tw years.
And the rest of it you can see there. Next slide, please.

(Slide)

And then the last slide that | had, one of the
issues that the Arny had a problemwth is that we would have --
and you can see from Col. Rubertone's data, there's been soldiers
on Active Duty since this began, and with the policy that an H V-
infected soldier is non-deployable created sone trenendous

difficulty for our Iline units whose mssion was to deploy.
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Basically, they were given a soldier, but could not deploy wth
that individual.

And so this was a big issue when the regulation
was revised in the md-'90s, and the conpromse that was arrived
at was that a soldier who has HV, once they are identified, they
conplete that tour of duty in that unit, but they are no |onger
assigned to a deployable unit. Similar to that, if an enlisted
soldier re-enlists, they have to have a negative test within six
nonths if they are going to re-enlist into a deployable unit,
which is a Table of Oganization or Mdified Table of
Organi zation, as listed first up here.

And then there were some other -- a couple of
other areas where they said if you are going to be assigned to
recruiting duty or certain types of special units, that, again,
they wanted a test to have been done at the tine of re-enlistnment
within six nmonths. And so that's where those criteria came from

So, that conpletes ny slides. Again, it's really
six nonths at accession, two years for deployrment, five years for
Reserves unless they are conming on for 30 days or |onger, and
then if you're going overseas for nore than two years, you have
to have a test within six nonths. It's a lot of rules and it nay
sound confusing, but it's pretty well understood in the Arny how
that is done.

A couple of other things | didn't include up here,

but in response to the AFEB s recomrendation back in the late
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'80s, if | recall the date, and this revision of the regulation,
we did include an adjunct screening program including all those
things that were listed before, such as hospitalizations for
Active Duty personnel, anyone presenting with an STD, and a
variety of other clinically indicated.

| notice that the AFEB recommendation, which |
hadn't read before, seened to suggest that we should replace the
current testing with that, but it seens that what had happened
was it was sinply rolled in and added on top of the existing
requirements.

And just to add to the list, | know that you're
t hi nki ng about nedical indications and science issues that need
to be addressed in these recomrendations. Sone of the other
issues -- | think at |least one of themlisted was -- the concern
about nedical exotic infections overseas, and that was a concern
when these policies were originally developed, and so | guess
that's why there is a shortened tine interval for folks who are
goi hg overseas as wel .

And, also, | know there was a |lot of debate -- and
I know there's plenty of nedical literature discussion this --
but the issue of disease control, and sone people thought back
then in the mlitary that it was better to screen people and |et
them know they had HV infection -- at that time, there was
really no treatnent -- sone of you know a lot nore about this

than | do. And even nore recently with sone effective therapies,
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sone folks felt that doing the screening perhaps earlier was

beneficial, although, in general, doing it real frequently
probably won't be a great help for nost individuals. But | just
wanted to add those three ideas to the list -- counseling to
change behavior and earlier access to nedical care -- as issues

that might be of sone inportance.

That's all the comrents that | had. I'd be glad
to take any questions.

DR OSTROFF:  Thank you, Colonel. Let nme open it
up for questions. | do have one that probably is going to be the
same one that |1'Il ask after each presentation.

I know you weren't part of the policy
deci sionmaking in 1996 when the current Arny policy came into
bei ng. Do you have any idea why they chose the two-year
interval? | nean, was, again, this an expediency issue? And I
was intrigued by the fact that they took cost considerations into
account when maki ng deci sions about the Reserves. Did they when
they were maki ng deci si ons about Active Duty?

COL. GUNZENHAUSER: No. I think that the 1996
revision was to address concerns that people had raised as
opposed to a proactive review of all the policies and bring
science to question all of it. I think the change for the
Reserves was based -- |'ve seen the paperwork where the Reserves
made a very strong request for this to be changed, and they

provi ded some cost analysis associated with that, and it was
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decided in favor of accepting that change. But | didn't see --
and nmaybe others know, | don't know if Col. D niega or others are
aware -- but | don't see any paper trail that says there was the
sane thinking applied across-the-board. I'm sure there was
i nformal discussion, but nothing | have in witing says that that
occurred at the time of the policy revision

As far as the two years, | believe it was nade on
j udgnent as opposed to any fornmal decisionnaki ng process.

Lt COL. RUBERTONE: At the same time that the
Reserves asked the question back in '94-'95 for that '96
revision, the Active Duty also |ooked at it, and the cost issue
was nore significant for the Reserves because the contractor who
did the testing had to supply the blood drawers, the supplies
the shipping costs, everything that the Active Duty sort of had
in their own infrastructure, that the Reserves didn't have when
they did their two-week drill. So, it was a nuch nore expensive
undertaking for the Reserves and the National @uard, and

logistically a nuch nore difficult one. They spent a fair anmount

of their two-day weekend drilling every so often -- weekend a
month drill -- doing HV testing. So, it was logistics and it
was the cost -- but at the sanme tine, the lab consultant for the

Arny also ran the Active Duty side, and |ooked at our data, or
the data that we had, and decided not to make any change for the
Arnmy because | don't think the cost considerations were as

over whel m ng.
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COL.. GARDNER Just one nore point on the
Reserves, if you are a Reservist with eight years of service,
from the day you receive orders of 30 days or nore, you are
eligible for Arny disability. And so that's why they put the 30-
day limt, is to nake sure they got tested negative before they
got 30-day orders because, if you test positive, you suddenly
becone eligible for Arny disability on the receipt of those
or ders.

Lt COL. d BSON: ne point that goes along wth
this issue of deployments for Reserves, or Active Duty service
for Reserves, current DOD policy by Dr. Wnkenwerder's policy
letter is that all Reservists, if they are activated for 30 days
or nore, have a pre-deploynent sanple collected on them
regardl ess of whether they have overseas assi gnnent.

| wanted to add one other piece of information to
the mx that relates to blood testing at a renote site, et cetera
-- or blood donations at a renote site. It's ny understanding

there is a rapid HV test that is very, very close to FDA

approval, and it wll probably be available in a very short
period of time -- 20-minute stand-alone test, don't have to send
it away to get results, et cetera. And, potentially, a
depl oyable -- could be put on ships to be done. So, it's at

| east part of the mx in your decisionmaking process.
DR HERBOLD: Jeff, can you tell me if an

individual is identified as being infected with HYV, are they
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retested periodically, or are they taken out of the pool?

COL. GUNZENHAUSER That's sonewhat problematic.
In some situations, they are. W've really struggled with how to
identify themwi thout violating privacy issues. So, for exanple,
in the CHCS systens, because they have universal access normally
to providers at many MFs, they'll put in there "tested" or
sonething. It won't say "positive" or something. | can't speak
for all the MIFs, but nmany of them where |'ve been famliar with
it, they have different ways of trying to protect privacy.

And then on the other side, for triggering whether
or not they need a test, all that's fed is through the contractor
-- here's the date of the last test -- and that's going to show
up through the unit, through MEDPRGOs, or whatever other system
that's over two years old -- and then the question is, how do you
defer that individual? So, | know sone soldiers will go back for
retesting. And so, frequently, at an MIF, you'll get positive,
you'll say it's already a known positive. W struggle with how
to do that and protect privacy.

DR OSTROFF:  Ben.

CO.. DI N EGA Roger, was that a screening test,
or a diagnostic test?

LtCOL. G BSON: It's a rapid screening test. It
uses an ELISA, from what | understand, results within 20 m nutes.

It's serumbased. They have the ability to do it either oral,

flui ds-based, or serum based. Wiat's in front of the FDA for
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approval at the present time is a serumbased test, which plays
well into the Serum Repository issue. W will still be draw ng
bl ood on these individuals, too.

CO.. DINFEGA: Confirmatory.

Lt COL. G BSON:  Yes.

CO.. GUNZENHAUSER I think wunder the Arny
contract, the requirenment is to have the result back within seven
days, and nornmally they cone quicker than that. Otentines, you
get themin two or three days, you get results, and | think the
cost is under $5.00 per test, including the shipping materials
and all the testing and getting a result back.

DR HERBOLD: Roger, do you have any data on what
the positive predictive value of that ELI SA m ght be?

LtCOL. A BSON: | don't have any at this time, no

That's available from the conpany. And WRAI R has been deeply
involved with evaluating this rapid test for some tine, so they
did the pilot work on it. So, that information is available, |
just don't have it.

M5, SMTH I'm Edith Smith, from Navy Central
H V. W actually deal with the confidentiality issue of doing
the second test by allowing the nenber to just go ahead and be
tested with their group. W don't nake them separate out or say
they have a waiver or anything like that.

W do do two tests for confirmation, but once they

go through it, we know that they are known in our office and we
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just send the results on through.

DR OSTROFF: Thank you, Jeff.

COL. GUNZENHAUSER  You're wel cone, sir.

DR OSTROFF:  Jeff.

CAPT. YUND: Actually, we have Capt. den Schnepf
fromthe Navy Central HV Service, to present the Navy policies.

CAPT. SCHNEPF: Cood afternoon. |'m den Schnepf,
and I'm also represented here by M. Edith Smith, you've just
heard. She's been 16 years with us at the Navy H'V Program for
Ser o- D agnosti cs. Ms. Jacqueline Sheffield couldn't be here
today because of an illness.

| have to say that the Navy is a little nore
el aborate, and | have a position that's mny assignment with BUVED
Bureau of Medicine and Surgery. W are centrally funded and have
a dedi cated budget as well as a dedicated staff for running this
pr ogr am

In addition, I'man Infectious D sease Specialist,
and | run the HV dinic at National Naval Medical Center at
Bet hesda. I"ve been involved with this for quite a few years.
Next slide, please.

(Slide)

Wien this question was posed to me, how frequently
should we test, | had to go back and ask the question, why are we
testing in the first place? And so | have to, as is typical in

the mlitary, go back to the Instructions and find out why are we

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

doing all this anyway.
SECNAV Instruction 5300.30C

March 1990. That is ny current Instruction on

165

was signed off 14

how we run busi ness

in the Navy for HV testing. The first reason is readiness.
Govi ously, paranount, being in the mlitary -- and | put a few
points down just for nmy own speaking issues -- obviously,

mai ntai ning the safety of the blood supply, if that is an issue;

mai ntai ni ng troop readi ness --

DR OSTROFF: Can | interrupt? When is that

I nstruction dated?

CAPT. SCHNEPF: 14 March 1990,

one for the Navy.
Mai ntai ning troop readiness. |

the previous discussion, comranders really

it's the current

t's apparent, from

do want to know

whet her their troops or sailors are H V-positive or not. And, of

cour se, i dentifying unfitting condi tions for wor | dwi de
depl oyrent . The Navy and Marine Corps require worldw de
depl oyabl e st at uses. W don't have profiles. You either are
depl oyabl e or you are not. HV is a special circunstance, in

that you are fit for full duty being sero-positive, but you

cannot depl oy overseas.

Al so, from a nore clinical st andpoi nt, is

det ecti ng i nmunol ogi cal deficiency. Wth the

new gui delines from

the ITAID, the recomendations came out in April of '01 for the

clinical managenent of HV patients, recomended starting therapy
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with triple or whatever conbination of the HV "cocktail" is, if
the CD4 count is less than 350 cells, or the viral load is
greater than 35,000 on a second-generation test. As you can
i magi ne and appreciate, one does not becone infected and then ten
days later you suddenly have a CD4 count of 200. It takes
usually quite a while, from the bigger picture of things. I'm
not tal ki ng about acute sero-conversion reactions here.

Then, finally, for detecting i mmunol ogi cal
deficiency is deciding on whether or not there is a disability,
and then processing that person for separation because of that

disability. And, currently, we're at about, in our HYV
popul ation, 4 percent wll go for disability per year, which
tells you 96 percent are not going for disability. Next sl i de,
pl ease.

(Slide)

Some nore reasons to test is, of course, paranount
to anyone who is around someone who is H V-positive, is don't get
infected. Paranmount is obviously when sexual partners, it would
be inmportant to tell people that they are H V-positive so that
they are not infecting other people. The population tends to be
hi gh-ri sk, though it's not a very young popul ati on, as we noticed
in some of the data from Col. Rubertone.

Co-workers -- | didn't put it in here, but not

only the Wal ki ng Donor Bl ood Bank issue, but also with the Mrine

Corps, they have a new program for hand-to-hand conbat that can
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be at times sonewhat bloody, since it's neant to be relatively

realistic, and obvi ousl y HI V-positive per sonnel cannot
participate in that. So, that's an inportant separation out
t here.

And, finally, from the patient's care standpoint,
whether the patient is HV-positive or the provider is H V-
positive, nedical people in the Navy are tested every year, and
even though we're a relatively lowrisk population for getting
and giving H V.

Final ly, whi ch is very par anount in the
international arena, is conplying with host nation requirenments
and the Status of Forces Agreenents, very inportant in that in
certain countries that the Navy deploys to, we have to have a
new y di agnosed H V-positive person out of the country within 48
hours. That is sonetines a logistical difficulty and a nightnare
at tinmes for the poor individual. Next slide, please.

(Slide)

So, looking at that as to why we're doing it, now
| decided, okay, how do we prevent people from comng in, and
what is the Navy's accession policy? (Gbviously, the people who
are trying to come into the service are tested via MEPS. That
will renmove a certain population out. And then upon arrival at
either GGeat Lakes for the Navy and the MCRDs at San Diego or at
Parris Island, are tested upon arrival, usually within that first

week are tested, and then the results will be out. And if they
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are positive, they are imediately separated with no benefits
gi ven.

So, obviously, if the condition existed prior to
entry, they are not eligible for entry, and there are sone
reasons for that. One is the potential for life-threatening
reactions -- we've already discussed this about l|ive viruses at
basic training, though Yellow Fever is not a big issue, but
smal | pox can be definitely a significant issue.

Not able to participate in any of the blood donor
activities, et cetera, you know all of this. One problemis that
you can't predict who is going to get sick nmore quickly. Just in
the last six nmonths we picked up soneone who had not had a test
in four years presenting with AIDS. That's a little unusual, but
not that rare of an occurrence. And, of course, to avoid nedical
costs. As you appreciate even with sonme reduction in cost from
the pharnaceutical industry and our reduction in cost from the
bul k that we buy nedications, you're still talking $1500 m ni num
just for the nedications, as well as the cost of having
speci alists taking care of themand their six-nonth visits to the
H V Eval uati on Treatment Units.

And, finally, you put in a lot of effort and
energy to train the individual and now they are gone after three
years on Active Duty, a bit of waste. Next slide, please.

(Slide)

So, in the SECNAV Instruction 5300, there are
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nmultiple requirenents, regrettably. It is not as sinple as Dr.
Qunzenhauser's presentation, this is a little nore conplicated
for the Navy. This cane really highlighted to ne in regards to
conpliance of are we being conpliant with our own Instructions,
and as you will see, reading this dowmn the list, it gets very
difficult to see if we're conpliant.

First of all, there is an annual HV testing
requi rement for all Active Duty personnel who are overseas. This
is all Navy [|I'm talking about. Active Duty personnel in
depl oyabl e units, every year. Al Active Duty Navy healthcare
providers are tested every year. And all Reserve personnel are
tested every year. And they are required to cone in and get
their test every year.

In addition, there are nore rules. A routinely
schedul ed nedi cal exani nations. Wiether it's a two-year exam
three-year exam or five-year exam they get an HV test wth
that one. Peopl e who have PCS orders to a deployable unit will
get one within 12 nmonths of their arrival. Anyone with PCS orders
to overseas, within 12 nmonths has to have a negative HV test.
And anyone who visits an STD clinic, alcohol or drug abuse
treatnment or counseling visit, or prenatal care, all of those are

tested. Next slide, please.

(Slide)
This is just for information only. So you have
sone vague idea of sone denom nator when | start talking about
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different nunbers, |'m going to show a series of graphs and
tables for nunbers. This data is the latest of 30 June '02 for
the strength in the Active Duty service. Next slide, please.

(Slide)

This is for our initial testing data, and to
answer | believe it was Dr. Gay's question in regards to how
many were force-w de testing. For the Navy, it was 90 percent
force-wi de and physical exam The coding, as you know, as Col.
Rubertone nentioned, is about 25 different criteria. So, it's 90
percent for force testing and physical exans, 60 percent were
STDs, and 4 percent were Oher -- «clinical exanms, prenatal
visits, alcohol testing. And this just gives you an idea of the
scope of the nunbers that we do every year. W have a Navy
contract, and we are contracted to handle easily nore than this
nunber every year. Next slide, please.

(Slide)

This is another pictograph of the same data that |
just presented to you, just lined out in a graph. O course, as
all of these show Desert StornmiDesert Shield, that increase.
This data is not conpleted. Coviously, we are still in '02. W
think there's going to be a slight increase. W certainly had a
flurry of inquiries and activity with the Reservists being called
to duty in Cctober and Novenber, so |I'm definitely anticipating
an increase in nunbers. Next slide, please.

(Slide)
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For our current positive testing for up to and
through August of '02, we have 223,00 Active Duty have been
tested so far, of which we have a converters of 55 on Active Duty

for Navy, for Marines 105,000-over were tested and 5 of them

seroconverted positive. This is pretty constant with what has
happened no matter when you look at the data. Next slide,
pl ease.

(Slide)

This slide highlights the point that our testing
is pretty conplete. Even though there is no specific requirenent
of how many people we have to test at any given period of tine,
we are definitely well within or close to 100 percent each year,
and kind of adjust accordingly. And you can see here our
incidence for the nunbers are roughly .2 per 1,000, which is
about 1/10th of what it is in the civilian community. So you
have a situation where the population is at |lower risk than just
the general population. Next slide, please.

(Slide)

This is data that | took out of the MSMR right
off of their publication, and just highlights the point of
testing every two years and the percent for whose been tested
within the last five years and ever gotten a test in the Navy.
As you appreciate with all those nyriad of rules out there, that
there are people who will be four and five years with no HV test

will then present. Next slide, please.
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(Slide)
So the question presented was, how often should we
be testing for HV? M response would be that | do believe we

need guidelines, that the guidelines should be kept as sinple as

possi bl e. As you appreciate, ny Ar Force colleague has not
presented yet, but all the rules are different. They are
difficult to find out if one has been conpliant. | recomend

sonething that is very easy to renenber. oviously, when you are
administrating a program of 1.4 mllion people every year, you

shoul d keep it as sinple to admnistrate and as easy to renenber.

Conmpliance, we're always going to have data and

netrics -- how nmany are you testing, are you up to date, where
are you going with your data -- and so this would be easy to
monitor. It would be nice to not have to do this pre- and post-

depl oynrent for the Navy. Capt. Stephanie Brodi ne (phonetic) put
out a very nice, elegant paper showing that, really, for the
Navy, the positives are not occurring on deploynent overseas,
they are occurring at hone, and that's been |ooked at several
other different ways. So, the problemis at home, not overseas,
so I'ma little personally not really thrilled about pre- and
post - depl oynent s. | understand the reason for pre-deploynent
screening, but post-deployment is like, boy, that's a lot of
waste of money for that one. So, that would be nice to renove

just the worry of the commanders and the physicians who are

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

173

wor king with commanders, of getting ready for troops and sailors
and Marines goi ng overseas.

And, finally, we definitely have to neet the
Status  of Forces Agreenents, as well as international
requi rements. W can't change their laws, that's their |laws and
we're the guests in their country. And so ny reconmendation is
going to be that we have, at the nininmum an annual testing. And
| always think of having to get ny teeth checked out once a year
on ny birth nonth, and | think this would be a real sinple
adjunct to the whole process of preventive nedicine for our
troops.

I'd like Ms. Edith Smith to come up here and
di scuss the cost issue, since that was raised. These things cost
noney, obvi ously.

M5. SMTH W have a contract with a conpany in
M nneapolis, Mnnesota that right now we pay $3.75. That includes
all the shipping, the supplies to collect the specinmens, as well
as secure transmission electronically for our results back to our
29 nedical centers, and it also includes the FedEx shipping of
hard copies back to Marines and other places that do not have
access to the el ectronic nedi um

W have just awarded a new contract to the sane
contractor, and the price only went up one penny for initial
ELI SAs. W also get PCRs, Western Blots, all of our confirmation

testing through this contract as well, so they have all the
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certifications through FDA, and all the other things. Any other
qguestions?

COL.. DINIEGA: The cost? The contract cost?

M5. SMTH R ght nowis $3.75 for initial ELISA

COL. DONFEGA: No, the total cost of the contract?

M5. SM TH: ['m sorry. The total cost is about
$2.75 mllion a year, and we test about 750,000 peopl e.

DR BERG Does that $3.75 include the confirmng
test, Western Blot?

MB. SMTH No, the $2.7 mllion does, that
includes all the tests.

W're getting to the point where the Wstern Bl ot
becones problematic for us, and so we're using PCR nore and nore,
and we have a good process with the current contract. W get
PCRs for $66 a test.

CAPT. SCHOR Do you have any idea how many of the
initial screening tests you're having to send for further
confirmation testing, and those sorts of nunbers?

M5. SMTH  It's about .57 percent. It's less than
1 percent. What happens is we do a second set of ELISAs --
there's two of them The initial ELISA is done single, then we
repeat in duplicate. |If you get tw out of three of those tests
positive, it goes on for confirmation testing. If the Western
Bl ot does not give us a strong pattern and it is suggested that

the person is seroconverting, we'll ask for a second sanple or go
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to PCR But that's |ooked at on a case-by-case basis. And then
sonmetines we have to do HTLV as well as HV-2. W haven't found
an H V-2 positive at this point.

DR OSTROFF: I'I'l ask you the same question. Do
you have any idea in 1990 what criteria were used to establish
the annual testing policy?

CAPT.  SCHNEPF: Specifically, no. I was just
reviewsing all the different criteria for the different timng of
all the tests that we have. | think they were looking at -- and
I'm only speculating that they were looking at what was the
hi ghest risk, with little information. | nean, in those days
there just was not a |lot known about the whol e disease process.
| think today we know a lot nore. And | still haven't answered
the real question, the question as posed, do we really even need
to be doing testing at all, and | think, as a clinician, | think
absolutely. So, ny bias is nore as a clinician. The nore data |
have, the moire | know how to take care of the patient when |
need to. Could it be stretched out? Yes, of course it could.
But | think when you go to three and four years, that starts
getting a little nore critical for the care of the patient. So,
I'm basing ny response on the criteria for when do we initiate
therapy for patients, not what they used to know back in '89 and
'90 when that came out.

DR COSTROFF:  |I'mwondering -- | mean, |'msure we

could do the math ourselves, but if you looked at it from the
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perspective of average cost per positive, wusing the annua
screening in the Navy versus the biannual screening in the Arny,
' mwondering how different it would be.

CAPT. SCHNEPF: R ght now, the way our contract is
witten, we have nore than enough ability to test annually. It's
wi despread, but the majority, over 90 percent, are being tested
annual |y anyway, at |least with one test.

DR OSTROFF: No, | understand that, but |'m just
thinking in terns of how nmuch you spend per positive test, and
I'm sure -- | mean, your nunbers are higher than what the Arny
has, and they are only doing it every two years. So, | assune
that your program generates considerably nore costs for every
time you find soneone who is positive than the Arny's program
does.

CAPT. SCHNEPF: | don't know about the Arny. I
can just say we have a contract and we have a budget that's
deci ded every year centrally. So, our costs are relatively
st abl e. And over the last five years, our nunbers have been
relatively stable as to the nunber that we're picking up. So
the last five-year data is about the sane as it is now.

Lt COL. RUBERTONE The last time this was
published, | think, in the Arny was a cost of about $5600 per
positive person identified, but that was in 1996 or '7, |
believe, that study was published. So, the rates were a little

bit higher. I think that was the nunber you're asking about --
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$5600 per person identified as positive.

DR CSTROFF. G eg.

DR GRAY: Captain, from your clinical experience,
what proportion of H V-infected individuals would progress wthin
five years, let's say, to a stage where you woul d evoke therapy,
mul ti-drug therapy, or be concerned about their conbat readi ness?

CAPT. SCHNEPF: If it's five years, the timng
difference from when they've been infected to when | get to
figure it out that they are positive, that would be relatively
hi gh, about 60 percent of themat that point.

As | tell ny new initial positives coming in --
because they are all terrified they are going to die the next
day, reassure themthat, no, you're not going to die right away -
- is that about 90 percent of our new accessions don't even get
put on nmedications initially. And then it's over the next two
years that we start putting them on nmedication. And it just
depends where they're at on their curve as for their CD4 count,
what their own individual response is to that. And that,
regrettably, is not easy to predict or even predictable at all.
But | would say that by three years you may have to start making
intervention, so two years would be at the edge, but anything
further than that you need to start thinking about therapy at
that point.

DR GRAY: Just an observation, if the Status of

Forces Agreement is a big barrier, if you will, it wuld seemto
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ne that, from what he's told us, with having one-tenth the risk
of civilians, one mght argue that we, in sending our deployed
personnel overseas to some of the sensitive countries, that we

are much safer than tourists who are not tested at all.

CAPT. SCHNEPF: | can't argue that point at all,
not at all. I nmean, we really do have a |low incidence in the
Navy and the mlitary but, again, that is decided -- that's nore

of a political issue, and | can't address international politics.

CO.. GARDNER: Can you tell wus, though, what the
Status of Forces Agreenents' requirenments are in ternms of how
long but since a negative test?

CAPT. SCHNEPF: | don't know. It's individual for
their countries.

CO.. GARDNER  Are any of them nore than 12 nonths
or 24 nont hs?

CAPT.  SCHNEPF: Do you mean for having a test
bef ore you cone in?

COL. GARDNER  Yes.

CAPT. SCHNEPF: Wthin 12 nonths, for a negative
to come into their country. But when you're positive, then you
have to | eave the country right away.

COL. GARDNER By the way, if you take $2.7
mllion and divide it by your 100 positives, you're at $27,000
per positive, which is about what it costs.

DR OSTROFF: And, also, nost of your personnel
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are on ships, right? | nean, it's not such an issue in terns of

the Status of Forces?
CAPT. SCHOR They're in port.

DR OSTROFF: Even for a day?

CAPT. SCHOR  They have the port guys conme out --

I can't think of what their nanes are right now -- that you can't

tie up to a pier unless they check off things. It's a very

legalistic system | can't think of the name of themright now

VO CE: Pratique.

CAPT. SCHOR That's right. They have to pass the

Pratique, and it's fairly -- | nean, they could actually check

your HV logs now It's alittle nore fornmal
into an air base or that sort of thing, but
ports is a fairly fornmal procedure.
DR OSTROFF: O her questions?
(No response.)

Thank you. Kelly.

than perhaps flying

going to different

Lt COL. WOODWARD: Wl |, good afternoon again. [|I'm

again in the advantageous position of havi

ng all the issues

al ready been presented -- naybe not really -- but 1'm going to

talk just really briefly about the Air Force

policy and the Ar

Force practice regarding HV screening. | just want to make a
note that the two things are, quite honestly, a little bit
different -- policy versus practice.

(Slide)
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The Air Force regulation or instruction covering
H'V screening is what's called AFl 48-135. It's been updat ed,
with it's current date of August 2000, so it was updated fairly
recently. Wat you're going to see on this first of two slides
is that the Air Force force screening policy is to screen all
Active Duty and Reserve Conponent personnel every five years,
typically done at the tine of their periodic physicals. Ther e
are sone nore frequent requirenments for flying personnel as a

stratification underneath the total force.

Qher requirenents that are listed in our Air
Force regulation that drive screening includes specific
occupati onal conditions such as healthcare workers -- let me skip
the next one for a mnute -- pregnancy, STDs, incarceration, drug

and al cohol rehabilitation, and then what people have nentioned,
the host nation requirements, and then al so PCS overseas.

The bullet there that says within 12 nonths before
depl oyment, | recognize now that it perhaps nisrepresents that.
That is not in the Air Force instruction that we do an HV test
within 12 nonths of deploynent. Qur policy is to follow the
policy that is put out otherw se by, say, the Joint Staff. And
so we do not have anywhere in our specific Air Force instruction,
service-specific instruction, that drives a deploynent-related
H'V other than what's driven by the CINC requirenents, the host
nati on requirenents, or the Joint Staff requirenents.

And | would say at this point that that is
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sonewhat problematic in a way when the Joint Staff Mno of
February 2002 states that HV testing will be done in accordance
with the service policies, which neans that we don't have a
depl oynent -rel ated policy, however, we were sort of -- the catch
in there was, again, this issue of it was bundled to the Serum
Repository requirenent, so, in fact, we sort of have a de facto
H V screening requirenent for deploynents. So, we're a little
conflicted about that and we want to address that and anxiously
await your recommendati on so that we can nail that down.

By regulation, all the sera are sent to our HYV
Testing Service at Brooks Air Force Base, Texas, for testing and

reporting. Next slide, please.

(Slide)

Now | want to talk about what really happens.
That was the requirenent, now what actually happens. Well, first
of all, we have two Medical Centers that do their own testing.

They don't send it to the HV Testing Service, they just send the
results and, for reasons | haven't totally understood yet, we
tolerate that.

(Laughter.)

More inportantly, a couple of our commands have
found that in order to logistically manage depl oyi ng forces, they
actual ly have to test their personnel about every year. European
Command, U.S. Air Force Europe, is now testing people just about

every year. Air Mbility Command is testing flying personnel who
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tiple tines a year,

on depl oynment type activities, are testing them every year. So,

for operational reasons, we are, in sone
annual | y.

One of the big issues that |

commands, testing

don't know whet her

you all will be able to get into with your deliberations is this

i ssue of basic trainees or new accessions arr

had a delay in entry from their MEPS screeni

iving, who nay have

ng, and our current

practice -- though, interestingly enough, is not actually witten

in Air Force policy -- is that our new accessions whose MEPS

physi cal was mnmore than six months prior to t

retested for H V. So, that is based on sone

heir reporting, are

experience over the

years that if periodically you identify soneone positive who

converts between their MPS physical and

training or officer training canps.

reporting to basic

And then the last issue, of course, is one that

you already have heard a bit about, and that is that this HV

testing for deploynment is bundled with the s

erum sanple for the

Repository and, as was stated earlier, it seens to have been done

originally out of |ogistical convenience for

getting that serum

sanple to the Repository. | believe, just so you all know, for

the Air Force, in talking with our HV Testing Service and the

Brooks Lab at Brooks Air Force Base, they can easily process the

sanples to the Serum Repository w thout doing the HV test. | f

you just call it that, they' Il process it,
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all up, and they won't put glass tubes in little wire racks,
they' Il actually do with sone nore nodern technique. So we don't
have a dependency on that for convenience.

Now, | will go on to say, though, that if we have
a requirenment for a serum sanple for the Repository for
depl oynent indications and a requirement for an HV test, we
certainly wouldn't hesitate to seize the opportunity to get both
sanples in one needle-stick, but we would actually prefer if
there are two separate indications -- or separate indications for
those two tests, that we keep it that way so that we can keep our
policy straight as tinme goes on over years. So, it would be
quite helpful for us to know the reasons why we're doing these
various tests so that our policies evolve in lock-step with these
rational es.

And | guess, Dr. Gstroff, | know you'll ask the
qgquestion about why our policy of every five years, and it turns
out that the reason is that when we revised our policy in 2000 --
and | wasn't there, but Col. Bradshaw tells me this -- that there
is no public health recomendation to screen the general
popul ati on, however, we did believe there was some reason to
survey our population -- or it was reasonable to survey our
Active Duty population periodically and, therefore, we picked
every five years to do it in conjunction with the periodic
physi cal exam nati on. So, it was purely because we needed sone

interval, and we have this periodic physical, and the HV test
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was tagged to that. And that's all.
DR OSTROFF: Thanks. Your policy sounds |ike

it's the nost recently revised, if it was done in 2000. I

assune, also, people would -- | mean, if you have a five-year
interval, it's conceivable that you can be tested on entry and be
di scharged wi thout ever having any interval test. | assunme that

they woul d test on discharge as well.

LtCOL. WDODWARD: Col. Riddle is shaking his head.
| guess | thought we actually -- | thought we did test people,
but everybody el se i s shaking their head no.

DR OSTROFF: If there's no disability, how would
you be able to determ ne whether it was acquired during service?

Lt COL. WOODWARD: I was under the inpression we
were, but everybody else is shaking their head no. 1'll have to
clarify that. But we recogni zed that we had people coming in for
a single enlistnent, and that we didn't need to test them
multiple tines during an enlistnent, but the issue about when
they separate is a different issue, yes, sir -- or an inportant
i ssue.

Lt COL. FENSOM Does either your practice or your
policy make a difference between your non-flight crew air status
and others within the Air Force?

Lt COL. WOODWARD: Vll, our policy for air crews
does drive nore frequent testing, flying physicals. And so the

Reserve Component, for exanple, tests flyers every three years.
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And in practice, the sumtotal of our practice versus our policy
is that if you look at the numbers Dr. Rubertone presented, we
test just probably slightly less than half of our force every
year -- I'msorry -- we do that nany tests every year, and we're
still discussing whether that's wunique individuals or actua
tests, but we are testing a large proportion of our Air Force
personnel each year, in practice, but it's not directly driven by
our force screening requirenent.

DR OSTROFF: If | remenber the data that were
presented, the actual rates per 1,000 tests were, if anything,
lower in the Air Force than they were in the other services, and
yet you have a longer screening interval. Do you have any
potential explanation for that, and are you potentially m ssing
infected individuals and, also, there was the issue that was
raised by Capt. Schnepf about concerns about potentially having
adverse inpact on healthcare for individuals if, indeed, they'd
been infected for that length of time before the illness or the
infection was recognized. Has that been an issue that you're
aware of within the Air Force systen®

Lt COL. WOODWARD: The first part of the question

first is that | don't have an explanation for our |ow rates of
positive tests, and there is a chance we could be -- | nmean, we
probably are missing incident cases each year, | believe, because

| don't think all of our tests are targeting high-risk people who

we mght have a better positive predictive val ue.
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Regarding the second part of the clinical
inplications, if you wll, of our policy, not heard from our
infectious disease people or from our H V-specific program
office, that that is an issue from their perspective, though I
haven't specifically asked them that question since | first
started looking at this issue, but | can, vyes. They have not
pushed it to us.

DR OSTROFF: O her questions?

COL. STAUNTON M chael Staunton, U K The only
results | saw which would indicate any particular group was the
i nci dence anongst those, | think it was 30 to 34 years old,
seened to be higher. The question which would conme to ny nmind is
-- first of all, | have a concern about the specificity, and I
think that was answered during that cost question, as to the
nunber of tests which then carried out to ensure that you are
getting the correct results, and | think that's fine. But froma
heal th educational point of view, it seens to ne that there's an
enornous investment here across the services, and it seens to ne
that little has cone out of that which could be used positively
to educate any specific groups. In other words, does this
identify either in terns of the occupation of individuals or,
i ndeed, whether they are exposed to operational or training
hazards or anything else -- is there any additional information
coming out of this enornous investnent because it seenms to ne it

could be extrenmely useful to target groups for education, for
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heal th educati on.

DR OSTROFF: | think that's a great point. I
don't think that the wvarious services would likely find
acceptable an entirely risk-based approach to screening, but | do
think that your point is really well taken, that if you can do
sone epidemologic analysis and figure out what are the factors
associ ated with those individuals who are beconing infected, that
it mght help very nuch in terns of developing risk reduction
nessages, certainly, although that is not to say that the entire
force doesn't necessarily need those nessages just because they
are not getting infected with HV. But your point is very well
t aken. There must be some -- | mean, as we heard previously,
it's not associated with deploynents, but there must be sone
i nformati on avail abl e about what the circunstances are.

DR BERG Bill Berg. | think that's a very good
suggesti on. The Arny actually had sort of a bit of experience
with it several years ago when they tried to make an educationa
filmon HV risk factors, and they had actors doing it. And a
majority of the actors, as | recall, were African Anerican
because they were trying to make the actors in the film reflect
the proportions of cases in the Arny. And I'mnot sure that ever
got approved. There was certainly a lot of controversy about it,
and a lot of objections to it, that it was stereotyping and
treating African Americans unfairly. So, certainly, you know,

ri sk- based prevention messages are good, but they have to be done
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alittle carefully sonetines.
Lt COL. RUBERTONE: I do think, though, that any

attenpt to do risk-based screening other than possibly STD

clinics would be a logistical difficulty. I nmean, iif you
identify -- well, of course, 34-year-old black, single and
otherwise unmarried nen -- logistically, the services are just

going to say just test everyone every couple of years. You can't
focus on any particul ar group.

CO.. DDNFEGA: And there nmay be legal inplications
when you target groups based on race. You know, as | get ol der,
| tend to forget which phase of ny career | had done what, and
things sort of get mixed up -- you know, part of Al zheimer's --
but let just make sure | have clear in ny mnd, Lynn -- the
gquestion is on interval testing, which inplies to ne the phases
of testing is force testing. There is accession testing, there's
force testing, and the other category is the deploynent-related
testing, and then there is clinical testing, and now the issue of
separation testing, do we do it or don't we, has come up. So
I'm assuming the question relates to force testing interval, is
that correct, Lynn?

V5. PAHLAND: It is ny understanding that we are
not asking the question about accession, there's already a very
clear policy on that. But once you're in the mlitary, what
woul d be the appropriate interval, if any, during the time that

you are in the Active service.
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CO.. DN EGA And then ny other question, |

guess, is to nyself and Mark and other people who have sort of

been -- and even John, who used to be the HV guy at Health
Affairs at one time -- at the time the Air Force canme up with the
proposal to switch to five-year testing, | renenber a flurry of
activity, and for sonme reason |I'm thinking there was a

presentation to the AFEB on changing that to every five years, or
there was a flurry of e-mails, or | was at sone conference where
data was presented that |ooked at where the incidence cases were
coming fromwhich, if | renmenber correctly, the data showed that
it was not coming from force testing, but it was comng from
clinical testing and other testing. And the other thing | sort
of remenber is that a ot of the cases were not related to being
overseas or occurring as a result of deploynent, that the coment
made by the Navy about nost of the cases are obtained here in
CONUS is a correct statement. But | don't renenber if it was in
front of the AFEB or in some other conference or meeting that
this was di scussed.

DR OSTROFF: Doesn't ring a bell with me.

DR CATTAN : Jackie Cattani. I wonder if we
coul d ask our representatives fromthe Allied Forces, what is the
rationale or justification, and whether either of you feel I|ike
there will be testing in the future, to comment on what your
experience in this area has been.

Lt COL. FENSOM To be quite honest, | think, as I
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listened to the history, perhaps in the end cost is not a factor
for us because it's in a national healthcare system so there's
no great concern about |ong-term cost.

The general feeling on the Canadian side recently
has been that we feel there is good mlitary operational
rationale for both accession testing and pre-depl oynent testing,
and for some of our nore HV-laden nissions like in Central
Africa, post-deployment certainly. Politically in Canada, it's

only very recently that Inmgration, for exanple, has been able

to introduce nandatory testing for inmgrants. That happened
| ast year. I think it's likely that we'll be looking at the
whole issue again, and we'll probably introduce accession
testing. I don't think we'll ever see regular interval
screeni ng. Qur rates, from what |'m hearing around the table

today, are about the sane as yours, so | think it's a conparable

group in that way.

COL. STAUNTON: I think we are dealing in sone
ways, | get the inpression, with systens which work differently.
First of all, our considerations were based really on the ethics
of bringing in nandatory testing, which it was felt -- and |
think it's fairly to say mainly by physicians -- it was felt that

that would not be an acceptable avenue to go down, that it was
far nore inmportant to educate particularly our young people, and
then to have a system whi ch woul d encourage themto cone forward.

Now, | think that we base this, first of all, on

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

191

the experience of going back sone years -- historical experience
in terms of syphilis, particularly -- gonorrhea as well, but
syphilis -- and the inportance of picking that up. Now, up to

probably about the early '60s, that was an offense for which a
sol dier could be inprisoned for something like 28 days, with | oss
of pay. So, therefore, soldiers were inclined to go el sewhere
for a diagnosis and treatnent.

So, | think out of this -- this is ny inpression -
- that historically we did not feel that this sort of policy
worked very well. So, that, it seems -- and certainly ny
experience as a physician has been -- that soldiers at risk are
very prepared to come forward. They know very well -- and we
docunent, for instance -- that they are guaranteed that whatever
goes on in that consultation and whatever the results are, that
until this becones an issue whereby they will be downgraded so
that they wll not go on operations, however, that they are
guaranteed, if you like, all of their rights, including pay,
including treatment, including being treated right. They will be
di sm ssed from service. So they wll be seen right the way
through. So, the issues, | think, of their individual security,
which are very inportant, and the confidentiality, those are

actual | y guar ant eed.

I think it has been our experience -- and |
certainly have not -- and | can only speak now from a personal
basis -- | have not conme across any cases where anything has gone
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wong in those terns, in terms of confidentiality and in terns of
how individual soldiers and, indeed, therefore, if it applies,
their famlies have been treated. So, for us, that has worked
extraordinarily well.

| should add that all patients are seen -- in our
services, are seen by physicians. | put this in because |I don't
know whether it nakes a difference or not, but | think for the
sake of conpletion | feel | should nention it to you, that
because we don't have at this time -- we have been considering it
-- but we don't have, for instance, a Physician Assistant
program We do not have any prograns whereby any soldier would
need to come through sone sort of triage system with any other
heal th professional before they get to the doctor. | just throw
this in for sake of conpletion, that it may nake a difference in
our approach. So, we tend to have a great bond of trust between
the physician and the soldier, and very much the physician takes
the position -- and | know it happens here, too, by the way -- of
being the soldier's advocate, so there is that guarantee. And
that is aligned very, very strongly to this health education
program and that was specifically, perhaps, why | said what
comes out of this, does it show us groups that we should target -
- and | don't nmean in any way to stignatize at all, | don't nean
that, | mean quite the opposite -- in a very positive way to help
peopl e towards heal th educati on.

Now, where | have been particularly interested
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today in listening is that I'mlinking the potential bioterrorist
threat to our policy, and what |'m endeavoring to do and to think
through is whether we have to rethink aspects of our policy in
UK, inlight of the fact that we may -- and | personally think,
it hasn't come out as a policy -- that we wll go on to a
vacci nation program particularly for smallpox, perhaps for
ant hr ax. So, in light of that, in light of such potential
change, | obviously need to nake our own nedical -- our UK
medi cal departnents aware of what thinking is going on here.
Now, | know that they are thinking about it, too, but we perhaps
have to nove and perhaps change our policy if we are going to go
into a mass vacci nation program

So, does that answer that question?

DR OSTROFF: One question | would have is -- |
nmean, you both are required to adhere to the sanme Status of
Forces Agreenents that we would have, | would presune. So, if
it's a British ship that's tying up to the sane port, | would
assune that they would be asking the sane questions about HYV
testing as they would for the US. Navy. Do you sinply tell them
"We don't require it"?

Lt COL. FENSOM | think the main country at issue
for you folks sounds to be Korea, which isn't a place that we
tend to go.

CAPT. YUND: | think 1'd question your assunption

that they would have the same restrictions or have to go by the
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sane rules that we go by in that the Status of Forces Agreenents
are nmade on a country-by-country basis. W have a Status of
Forces Agreenent with Thailand for our forces, and | don't think
that they would -- it's something that's negotiated, and | don't
think that it would necessarily be the sane set of restrictions
or agreenents for another country.

COL. STAUNTON: Qur policy regarding testing, we

test for HV, but it tends to be far nmore -- as | say, first of
all, because people will request it, but also -- perhaps | didn't
go into it enough -- but if the physician feels that this is --
for any reason, is something that -- a test which is necessary --
now, there's the obvious things if it's an STD -- but for other
reasons, too, coming out of sone way -- you nhow, sub-Saharan
Africa -- and we have quite a few depl oynents there -- then there

is very widespread testing, but it's socially acceptable to the
soldiers to do so, particularly if they have been naughty boys
whil e they' ve been down there. They tend to --

DR OSTROFF: Not British troops, |I'msure.

COL. STAUNTON No, not British troops, as you
wel I know.

(Laughter.)

But t hey are very protesting in t hose
ci rcumst ances.

Lt COL. FENSOM | would say that's the sanme in

Canada, although there's never any nandatory testing, but
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certainly when we're bringing mssions out of places Iike
Rowanda, people are strongly encouraged to be tested, and al nost
all of themare

Wth regard to Status of Forces, |I'll give you one
exanple, and that's the U S.-Canada Agreenent specifies that any
Canadian troop conming into this country for |onger than 30 days,
for training or exchange, nust have an HV test, and we do that.

| had to have one to come to this job

COL. STAUNTON: I just want to nake sure --
because Ken raised sonething -- whether | nade it absolutely
clear, that the individual physician within a unit -- for

instance, our policy is that if any force greater than 60 nenbers
is going into a country, or going anywhere, that a physician will
acconpany. That is a policy.

Now, the physician actually has an enornous anmount
of say, and responsibility, in ternms of what he or she is going
to recommend -- and | have been in such a situation of saying I
want everybody tested fromthis group, and | would obviously have
to have particular reasons, and |I'm very open -- and so would
others be -- very open, very clear about why this is to everybody
who is on that particular mssion, and that happens. So, it's
both on an individual basis, but it can be on a unit basis. But
the physician is taking very much individual responsibility in
maki ng those sort of decisions. And, personally, | have to say |

thi nk that works very well
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LtCOL. FENSOM | would also say, in our forces |
think that physicians have a very, very low threshold for
testing, possibly because we don't have a routine testing policy.

DR OSTROFF: Let ne turn back to Col. Wodward
Do you have any idea how much your program costs?

LtCOL. WOODWARD:  No, sir, | don't. | don't know
if Col. Neville has that numnber.

CO.. NEVILLE About all | could say is it costs
in the ballpark of $3.00 a test, for the screening test. That
includes indirect cost and so on. | could probably find out how
many are done. | mght even have it on ny Laptop here. Right.
That's the screening test. And the Western Blot is |like $51.06
or sonmething like that.

DR OSTROFF: Have there been any discussions with
the upcoming policy on smallpox, about reconsideration to your
current screening policy?

Lt COL. WOODWARD: Yes, sir. W actually started
di ssecting this question, | guess, about two or three nonths ago
and actually talked a little bit about it anmongst the GPPM PG
committee, as well as raising the issue with Health Affairs, but
hearing that the question was conming to the Board, we were very
interested in what recomendations you all mght have. But we
have actually been discussing both in regards to small pox, but
just in the question of our screening policy and other

requi rements, policy for requiring testing in general.
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DR OSTROFF: Any other questions or coments
about the presentations because | think we're basically right on
schedule at this point in terms of taking a fairly brief break,
and then after the break, | think that there wll be
del i berati ons of the subconmmittees.

Now, one of the subconmittees, or two of the
subcommittees, basically, there aren't any significant issues
before those subconmittees. The only areas of discussion right
now are the reconmendations that were witten by -- yes, you
wote those recomrendati ons regardi ng the bl ood supply issues and
infectious agents that might be a risk for the blood supply. And
then there's obviously the discussion about this particular
questi on.

And so |I'd like to suggest that since there aren't
other issues to bring before the other subconmttees, that the
remai ni ng Board nenbers basically just neet as a group to discuss
this particular issue, and we'll figure out sonme sort of way to
nove this forward in relatively expedited fashion because | think
that we basically need to do that wth the upconng
i npl ementation of the smallpox policy. And | nust confess that
I'ma little surprised by how divergent the policies are amongst
the services, and | wasn't aware that they were this different
and | can see why it's a relevant issue.

So, why don't we take about a ten-mnute break,

and then cone back at ten after.
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(Whereupon, at 3:00 p.m, a short recess was

taken, followed by the Executive Session which was not reported.)
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