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(Ti me not ed:

7:55 a.m)

ACTI NG CHAI RVAN ASCHER: W have a full

agenda, and | know Dr. Hansen has an interest in

speaking at the end, so we would like to keep on a

relatively clean time frane.

We have written a draft recommendati on for

t he hepatitis-A vaccine question, which Dr.

| ooking at at the nonment, and we w ||

copy. And | amgoing to ask Dr. Wl fe,

our discussion, to present that.

Wlfe is

have a hard

when we have

We have al so have one additional question
that Dr. Kuller raised, we will be discussing in the
Executive Session. | think we wapped that up
reasonably well last night and | think there is not
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a lot to finish.

Okay. We will start this nmorning with
Col onel Gaydos on the adenovirus vacci ne updat e.
There is a handout | believe that we have here.

COLONEL GAYDOS: Good nmorning. | am here
on behalf of the U S. Arny Center for Health
Pronotion and Preventive Medicine, and | bring you
greetings fromour commander, Brigadi er General
Nancy Adanms and the 800-or-so enpl oyees that we have
at the place that we affectionately call the
" CHPPM *

And we had sone reservations about that
name when it was adopted | ast August, but we have
since found that it tends to bring a smle to
everyone's face, so we have decided to keep it. W
will shortly have a nenber of the Chaplain's Corps
on board working with sone of health pronotion
activities and we have decided that that individual
will officially be called the "CHPPM Mnk. "

And on a serious note, we hope that
sometinme in the near future that the Center for
Heal th Pronotion and Preventive Medicine will have
the opportunity to host an Armed Forces

Epi dem ol ogi cal Board neeti ng.
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A strong argument can be nmade for acute
respiratory di sease being the single nost inportant
cause of nmorbidity in the US mlitary, certainly
at mlitary training centers.

It was in conjunction with this concern
that in Decenber of 1941, the Departnent of War
established a board for the investigation and
control of influenza and ot her epidem c di seases,
and this board eventually becane the Armed Forces
Epi dem ol ogi cal Board.

Over the last 50 years, the AFEB has pl ayed
a critical role in the control of acute respiratory
di sease or ARD at our mlitary training centers.

One of these control programs, our nost successful
control program is nowin jeopardy, and that is the
adenovirus vaccine program And my purpose this
norning is to appraise you of the current situation
with regard to acute respiratory disease in mlitary
training centers and the adenovirus vaccine program

Slide, please, Ben.

As you can see on the slide, live enteric-
coat ed adenovirus types 4 and 7 vacci nes have been
successful used to control ARDin U S mlitary

training centers since 1971. The Arny and the Navy
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have been routinely adni nistering these vaccines.

Initially, these were adm nistered from1
Cct ober through the end of March. In 1985, the Arny
and the Navy went to year-round adm nistration
because we were having outbreaks occurring in the
spring and the fall.

About the m d-'80s, the Air Force, at their
basic training center in Lackland, elected to go
onto a surveillance program where they adm ni ster
t he vaccine only when their surveillance program
indicates that it is needed.

The current situation is that fromthe
spring of 1994 until the present, adenovirus
vacci nes have not been given due to production
del ays at Weth. At the present tinme, adenovirus
virus vaccine is in the systemand is being sent to
basic training centers.

Unfortunately, this was not a one tine
occurrence and we are certain that we w |l
experience future production delays with regard to
the supply of adenovirus vacci nes.

Next slide, please.

Adenoviruses were first identified in the

early 1950s. Sonething called "adenoid degeneration
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agent"” was recovered fromsurgically renoved human
adenoi d tissue. At about the sanme tinme, viruses
called "respiratory illness agents" were recovered
at the Walter Reed Arny Institute of Research from
soldiers in basic training who were ill with acute
respiratory di sease

The adenoi d degeneration agent and the
respiratory illness agents eventually were
desi gnat ed "adenoviruses" and were associated with
the clinical syndronmes of ARD, pharyngitis,
conjunctivitis, pneunonitis, and atypical pneunoni a.

Through extensive studies that were done at
mlitary training centers in the United States, and
t hrough work that was done at the Walter Reed Arny
Institute of Research, in conjunction with the
vari ous organi zations of the Armed Forces
Epi dem ol ogi cal Board, it was determ ned that at
sone places, at sone tinme, up to 80 percent of
mlitary recruits devel oped adenovirus infections.
And it is commponly stated that about 20 percent of
these recruits would be hospitalized with acute
respiratory di sease due to adenoviruses.

This 20 percent is actually low for sone

pl aces at sone points in time. For exanple, in the
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1960s at Fort Di x, New Jersey, in the winter tine,
during an ei ght-week basic training cycle, 40 to 50
percent of the recruits who entered that cycle could
expect to be hospitalized at the Fort Di x Hospital
for an average hospital stay of three days due to
adenovirus acute respiratory di sease.

It has been estimted that about 10 percent
of these recruits seeking nmedical attention had
radi ol ogi cal changes and the fever -- the clinical
pi cture was one of acute respiratory disease wth
fever, mal ai se, nasal congestion, sore throat,
hoar seness, headache and cough.

In the pre-vaccine era, we saw hospital
adm ssion rates for acute respiratory di sease that
went into the area of five to eight recruits per 100
sol di ers per week. Now at a place like a northern
Armmy training post, this would equate to around to
four to six, maybe even 800 admi ssions for ARD in a
week.

Sonme of you were a part of this, sonme of
you may renenber stories being told of patients in
t he hall ways, of having to get tents in the wi nter
time and set up tents on the grounds of our

hospitals to acconmpdate our acute respiratory
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di sease patients. The inpact on the nmedical care
system was i ncredi bl e.

This situation also had a severe effect on
what we call readiness. And readiness is our
ability to respond to whatever we need to respond to
in a tinmely fashion.

| f you could inmagine a basic training
center, which is essentially a big training
busi ness, that training center is tied into
recruiting centers, it is tied into transportation
centers, and it receives a programred supply of
recruits. Those recruits conme in through the gate
and they are expected to conplete a programis siXx

weeks or eight weeks, or whatever the time period

i S.

A certain nunber of those recruits wll
become ill. A certain nunmber of themw || devel op
injuries. A certain nunber of themw Il quit. And

so there is always sonme background of
adm ni stratively taking these people who can not
continue training, out of training.

Most of them we would like to recycle, we
woul d like to get them back into training because we

have already invested a considerable anmount of tine

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

608

and nmoney in these individuals.

So if you can imagine a mlitary basic
trai ning post where we have a program supply of
recruits comng in, and we are having sonewhere
bet ween five and ten percent of those recruits being
hospitalized for an average period of three days per
week, and all of those who are hospitalized for
three days, or nost of them wll probably have to
be recycled, which means that they will have to be
adm nistratively held and inserted back into the
training program then you m ght be able to imagine
an adm nistrative nightmare of the greatest
proportions.

And we have had situations in the past
where we have al nost had to stop the input of
trainees to these basic training posts. And all of
the basic training posts are tied in to other
training posts and they are tied in to operational
requirenments in the units that are stationed in
Korea, the units that go to Somalia, the units that
go to Rwanda. And so once this systemis severely
di srupted, the entire system becomes di srupted.

| believe that right now we have somewhere

around 35 different serotypes of adenoviruses that
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have been identified. W have found that 60 percent
of our acute respiratory disease in hospitalized
recruits is the result of two serotypes, adenovirus
type 4 and adenovirus type 7.

Over time we have observed | ess frequently
types 3, 14 and 21 in hospitalized mlitary
recruits. This problem was not a problem of the
US mlitary alone. Types 4, 7 and 21 have been
identified as causes of ARD in foreign mlitary
recruits.

The situation | have been describing is a
mlitarily-unique situation. W have not seen the
extent of norbidity due to adenoviruses in civilian
popul ati ons that we have experienced in our mlitary
popul ati ons. W have had reports of pneunonias and
eye infections in civilians and this primarily
centers around types 3 and 7.

In order to deal with the problem of the
ARD and the problem of the adenovirus-caused ARD,
vacci ne prograns were initiated about the sane type
that the adenoid degenerati on agent was identified.

This goes back to the early '50s. The first
vaccine was a bivalent formalin inactivated type 4

and 7 vacci ne. This was a |licensed vacci ne.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

610

VWhen t he vaccine went into |large scale
producti on, problens occurred with variation in the
antigenicity of lots. Also, the vaccine seeds
becane contam nated with the oncogenic SV-40 virus
and the SV-40 virus genone was incorporated into the
vaccine virus seeds. So the licensure of this
vacci ne was pulled and work with this bival ent
formalin inactivated vacci ne stopped.

Fortunately, that was not the only
adenovirus vacci ne that was under devel opnent. Work
was being done on live, enteric-coated adenovirus
vaccines. |t was determned that in adults
adenoviruses could be adm nistered in an enteric-
coated formso that they did not infect the upper
ai rways, and the viruses would infect the gut, would
produce | ocal antibody and woul d al so produce a
circulating, neutralizing antibody with essentially
no side effects, and that this type of vaccine was
protective against acute respiratory di sease due to
adenovi ruses.

So the enteric-coated adenovirus vaccine
route was pursued, and it was a difficult route.
There were nmany probl ens.

Can | have the next slide, please?
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Central nervous systeminflammatory | esions
were identified in primates with type 4.

Resear chers studi ed naturally-occurring human cases
and found no evidence that this was occurring in
humans so the work conti nued.

Adenovi ruses were associated with
oncogeni city. Adenoviruses were associated with
tunors in hansters, they were al so associated with
oncogeni ¢ changes in a rat cell line, and these
changes were associates with types 3, 7 and 21.

Now, the tunors that occurred in hamsters
were related to a specific T-antigen. An anti body
was formed against this T-antigen. Using these
mar kers, and al so usi ng nessenger RNA, a number of
studi es were | aunched. These studies were done over
a period of several years, and the results of this
wor k eventual ly brought about a declaration fromthe
Nati onal Cancer Institute that adenoviruses were not
a cause of cancer in humans.

As | nmentioned earlier, the type 4 and 7
vacci ne canpai gns actually got underway in 1971.
Subsequent to that, around the m d-'70s, we began to
notice that vaccine efficacy was not what we

expected it to be. W went back and found that
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t here were manufacturing problens and there was
sol vent contam nation of the vaccine which rel ated
to the decrease in efficacy and this was corrected.

Next slide, please.

The sequence of events is that in 1971, we
initiated the simultaneous adm nistration of
adenovirus type 4 and adenovirus type 7 vaccines at
our mlitary training centers. A study of this
program was conducted in 1973, |ooking at the cost
of adenovirus ARD and the cost of the vaccine
program and this resulted in a determ nation of a
cost benefit ratio of 1.56 in favor of the vaccine
program

While we were giving the 4 and 7 vaccine in
t he period 1975 and 1976, sone of you may recogni ze
this as a period of swne flu and al so influenza-A,
we al so experienced adenovirus type 21 outbreaks at
sone of our mlitary training centers. These
out breaks did not persist. This occurred over a
period of about two years.

In 1983, as | nentioned earlier, we becane
concerned that we were seeing adenovirus outbreaks
at out mlitary training centers in the spring and

fall, so we went froma period of adm nistration of
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1 Cctober through the end of March to year-round
adm ni stration. As | nentioned, the Navy and the
Armmy adopted this program and in the md-'80s the
Air Force went to a program of foll ow ng
surveil |l ance dat a.

In 1985, we had anot her outbreak of
adenovirus 21. This was another self-limted
out break at Fort Dix. And in the back of our m nds,
we have al ways had concern that we are going to see
anot her adenovirus cone out soneday, be it 21 or it
m ght be 11 or 14.

The program continued. We feel that we
have experienced great success with this program
from 1971 through the present tinme, and in the
spring of 1994, Weth, the producer of the
adenovi rus vaccine, stopped providing vaccine to the
Army. And the vaccine was not provided until lots
again arrived at our Defense Personnel Support
Center a coupl e of weeks ago.

The current situation is that we don't know
very much about the ecol ogical niche of adenoviruses
or adenovirus ARD in our mlitary recruit
popul ati ons at the present time. This is a success

story where success was relished and there was
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little done to | ook at changes that m ght be
occurring.

We do not know at the present tine the
i mmune status of the recruits who are currently
entering basic training. The last time that a
serol ogi ¢ survey was done was in 1975 and at that
time we found that 42 percent of the recruits com ng
in to Arny basic training centers | acked antibody to
types 4 and 7. Now, this antibody preval ence is
consi stent with what we were seeing back in the '60s
with the high ARD rates.

At the present tine our Arny ARD rates are
l ow. We have an adenovirus surveillance, we have a
surveill ance system that Colonel O Donnell discussed
yesterday. Over the past six nonths we have seen
only a couple of increases. At one of our basic
trai ning posts back in October we saw an increase
that was due to strep. More recently, the |ast two
weeks in January, we had rates that went up to 1.6
at one of our basic training posts. These are ARD
adm ssion rates, that's 1.6 per 100 per week.

We had a nunber of specinmens that were sent
in to Ei senhower Arny Medical Center, 33 specinens

to be exact. Qut of those 33 specinens, we had
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three or four that produced influenza-A, but we do
not know what the cause of that outbreak was.

We currently have being delivered to us
12.1 nonths of adenovirus types 4 and 7 vacci nes.
This is based on prior usage where recruits comn ng
in to the post would receive the vaccine. So if we
continue that program the vaccine that we are
receiving now will last us until the end of February
of next year.

And Weth has announced that in the event
that Weth continues to produce adenovirus vacci ne,
t hat we can not expect to receive additional |ots of
adenovirus vacci ne on or about the 1st of March
1996. If, in fact, Weth continues to produce
vacci ne, then they will provide us wi th another
producti on delay of indeterm nate |ength prior to
gi ving us any nore vaccine |ots.

Now t hese are the concerns that we have.
We are concerned about the stability of the
adenovi rus vaccine supply. | do not know all of the
details related to the production del ay.

Adm nistratively, it appears that the Defense
Personnel Center, Defense Personnel Support Center

may have not issued the appropriate paper work to
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Weth in a tinely fashion and that nmay have
contributed to the production delay that we
experi enced.

Wet h manuf actures adenovirus vaccine in
bet ween manufacture of lots of influenza vaccine.
Wet h has had a concern that they have expressed to
t he Departnment of Defense for a long tinme now about
t he adequacy of their adenovirus production
facilities.

It is possible that federal organizations
such as the Occupational Safety and Health
Adm ni stration and the Food and Drug Adm ni stration
could cone to Weth and tell themthat the
adenovirus vaccine production facilities are no
| onger adequate. Weth has extended to the mlitary
t he opportunity to sit down with them and di scuss
the ram fications of this situation and the econom c
aspects of this situation.

I n I ooking at our surveillance prograns, we
st epped up surveillance once we found out that we
had a production delay. Stepping up surveillance
meant sending out information to everyone about what
m ght happen with regard to adenovirus outbreak and

telling themthat if their rates reached 1.5 we
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wanted themto collect virus isolation inpaired
serum

We are doing virus isolation in the Arny at
Dwi ght Davi d Ei senhower Arny Medical Center in
Augusta. We have totally |ost our serologic
capability for adenovirus serology in the Arnmy. And
we have not been able to | ocate any place in the
United States where we can send specinmens to get
adenovi rus serol ogy.

Now, our data base on adenovirus serol ogy
is inmbedded in the neutralizing anti body studies.
Dr. Kelley at WRAIR has a nunber of sera that are
stored that were collected on recruits coming in to
the mlitary. W can use these sera and we have
funds set aside to get the tests done. Dr. Kelley
is currently working with McMaster University in
Ham [ ton, Ontario to see if they could, and if they

will be willing to do anti body testing on the sera.

McMaster is working with adenovirus type 5
as a potential carrier for other vaccines. They use
a color-netric neutralizing anti body type of test
and the problemis taking what they are doing and

setting it up so that we can | ook at antibody to
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adenovirus types 4 and 7.

Now, before | get into the discussion of
out breaks, | will point out that we do not know
where we stand right now with regard to an
adenovirus vaccine supply. We have 12.1 nonths of
vacci ne supply based on prior usage conm ng into the
system So that neans that if the Air Force holds
what ever vol ume they hold, and the Navy and the Arny
continue to give adenovirus vaccine types 4 and 7 to
recruits who cone onto basic training posts, then
that supply will last us until about 1 March.

We are concerned about this vaccine supply
because, if Weth is going to provide us with
anot her production delay, which they have assured us
they will, then we still aren't sure that Weth is
going to produce any vaccine in the future, so
per haps we should go to a surveillance system and
hol d the vacci ne that we have and just use it when
the surveillance data indicates it should be used.

In the event that we do get into a
situation with an outbreak, and that outbreak occurs
sonetime over the next one to two nonths, then that
outbreak will occur at an installation where the

recruits who have just wal ked onto the installation

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

619

have recei ved adenovirus vaccine, but three, four,
five, six weeks worth of input of recruits will not
have recei ved adenovirus vacci ne.

If we go back in those situations and
saturate the post with adenovirus vaccine, then that
will dimnish our 12.1 nonths' supply of vaccine. |
suspect that if we get into serious problens, that
we may very well go back and saturate the post where
we are having problens. But we are certainly
concerned right now about how we shoul d manage the
supply of vaccine that we currently have on hand.

There is no specific treatnent for
adenovirus acute respiratory disease. And if things
haven't changed too nmuch with regard to the clinical
expressi on of adenovirus acute respiratory disease
and the transm ssion of this disease, and if
what ever unknown vari ables conme into play and we do
have out breaks, then we will probably see sone or a
| ot of what we saw back in the pre-vaccine era with
regard to basic training centers being disrupted and
having a problemwth our entire system and having a
problemw th our ability to respond when we need to
respond.

In the past, back in the '60s, some of you
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in the room| am sure renenber this, when we got
into these situations, we went back and relied on a
| ot of empirical neasures. We went back and said,
well, if we reduce crowding, if we reduce the space
between the recruits, if we hang sheets between
beds, if we increase the amount of make-up air in a
barracks, that this will reduce the potential for
transm ssion.

The people who are out there now
controlling at least our mlitary training centers
and our barracks in the Arny are not receptive to
t hese types of recomendations. W tend to use the
American Society for Heating, Air-Conditioning and
Ventil ati on Standards, at |east those are the
st andards we want people to use, as far as air
exchanges per hour, tenperature and hum dity.

I n many cases, we are finding that the
i nsul ati on engi neers are unresponsive to our
recommendati ons. The reason being that foll ow ng
t hese recommendations very often results in
i ncreased costs, because if you are in a northern
post in the winter time and you increase the anount
of make-up air comng into a barracks, you are going

to have to heat that air
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And t hese engi neers have cone back to us in
t he medi cal community and said, no, we aren't going
to do that unless you can conme back and provi de us
with a good argunent that these variables are in
fact related to an increase or a decrease in disease
potential in this community. |If you can't do that,
t hen you are just asking us to spend noney and we
don't see a good reason for doing it.

We are concerned about the vacci ne supply.
We are concerned about our ability to diagnose
adenovirus acute respiratory di sease and to conduct
surveill ance. W have not determ ned yet what we
are going to do with our current vaccine supply,
ot her than the fact that we and the Navy and the Air
Force went back to the old system the vaccine is
being given, or will be given to the recruits as
t hey conme onto posts. And we are concerned because
the potential for outbreaks is still out there and,
again, we think we are going to have a | ot of
probl ens.

That concl udes ny presentation.

ACTI NG CHAI RMAN ASCHER: About three or
nmore years ago, Weth cane to the group to talk

about their problenms with production, it was
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regarding the facility as well

s that issue still hanging or is this a
repeat of the issue?

COLONEL GAYDOS: | believe it is the sane
i Ssue.

Col onel Bancroft, do you want to address
it?

COLONEL BANCROFT: Weth has had a contract
for the production of adenovirus vaccines for |
think at | east five years, which was renewed, and
that contract is being fulfilled with this |ast
delivery of vaccine. And now we are in a situation
where we have, they have fulfilled their contract,
they are going to once again hold us hostage on a
production facility, as | understand it, and it is
now an acqui sition issue with our conmnd.

In the past, when the contract was being
negoti ated, the Arny took the position that the cost
of the production facility should be pro-rated into
t he cost of the vaccine that we were buying and that
there should be no separate expense for a production
facility. | don't know if we can hold by that.

| would like to add one thing to what Joe

just described, and that is a good review. W are
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facing a situation here which we have never faced
wi th adenovirus before. Adenovirus vaccines were
introduced to posts at a time when wild strains were
w despread on our basic training posts. And the
wld, we don't know what happened to the wild
strains. All we knowis that we introduced nore
live adeno 4 and 7 to the post than the vacci nes,
and what we did is we suppressed the di sease by
controlled enteric infections. But the viruses were
still there, 4 and 7, on every post and we kept
i ntroducing them every tinme recruits cane in.

Now we have a situation that Weth has
i nposed on us that we have stopped introducing our
own virus and we don't know what has happened to the
wild strain. Now, a nunber of things could happen

One is there won't be any di sease because the wld

strains are not there, they have been repl aced by
t he vaccine stains and the vaccine strains aren't
there. The wild strains nmay cone back, they may
have been there snoldering along, transmtted in
sone of the non-imuni zed people all these years and
we may see out breaks as Joel has suggest ed.

O, what would be the worst situation, is

that, as Joel also said, would be sone serotype

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

624

energence and it takes over and fills the niche, if
you will, for which we have no vacci nes.

And so we are facing an experinment of
nature in a sense that we never took with
adenovirus. Meantinme, as we also said, we have no
research infrastructure for studying adenoviruses
anynore wi thin our own | aboratory system W
stopped it. The problem went away. The probl em was
solved with the vacci ne.

COLONEL GAYDOS: Qur | aboratory at Dw ght
Davi d Ei senhower in August, prior to this last fall,
could not renenber the last tinme that they received
speci nens from basic training centers that resulted
in an isolation of adenovirus.

As of the end of cal endar year |ast year,
they received five specinmens all from one post, al
fromFt. McClellan, and these five specinens all
yi el ded adenovirus type 7. And, as | nentioned, the
ot her posts that had a respiratory, two respiratory
di sease problens with the isolations of influenza-A,
that was Fort Benning. So it is interesting, we are
having sonme activity at two southern post right now.

DR. POLAND: Are there any foreign

manuf acturers of the vacci ne?
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COLONEL GAYDOS: | am not aware of any.

Are you, Bill?

COLONEL BANCROFT: No, | think Weth is the
only one that has ever nmade these vaccines and they
have marketed to ot her conpanies -- other countries’
mlitary forces at times, Canada and ot her pl aces.

But it isn't an easy vaccine to nake.

COLONEL GAYDOS: Yes, yes.

DR. LUEPKER: What is the shelf life of the
supplies that you have?

COLONEL GAYDOS: | don't know that. |
think that we have, ny recollectionis it is
certainly a year, but | don't, |I would hesitate to

guess beyond that. And that's just based on the way

that | amfamliar with the system working. | am
not famliar with, | don't know that we ever
accumul ated any data on that, did we? | never saw

on data on extensive shelf life.

COLONEL BANCROFT: We have done stability
tests on tablets over the years, back in the days
when we had a | aboratory base to do that. It was
required before licensure to nonitor stability, and,
as | recall, you are probably right, the titer

stayed stable for year and then they start to drop
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of f.

ACTI NG CHAI RVAN ASCHER: | wonder if the
Navy, Captain Trunp, would you cone in on the issue
of whether this was coincidental, whether the | oss
of vaccine availability was coincident with your
probl em at Great Lakes or did you still have sone
stuff around?

CAPTAIN TRUMP: No, we had run out of the
adenovirus vaccine at the same time. W don't know
what was, you know, what the underlying cause of the
increase we were seeing in just sort of general sick
call visits and respiratory disease in the tota
popul ati on ot her than what, you know, ended up being
hospitalized.

ACTI NG CHAI RVAN ASCHER: Do you have any
specific comments fromthe Navy perspective or M ke
or anybody?

CAPTAIN TRUMP: We have essentially the
sane concerns as far as we have been using the
vacci ne, and especially in a place |like G eat Lakes
where, historically, respiratory di seases had been a
problem a big concern, if we didn't have at | east
the vaccine available for either emergent use or if

it is available, I amthinking of stock, we can
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continue to use that as we have over the last ten
years.

ACTI NG CHAI RMAN ASCHER: Well, | think what
you sai d about finding out what the real problem was
vis-a-vis acquisitions is an inportant question.

But even if you solve that on a year-to-year basis,
we all know we are wal king this knife edge, and so
keep us posted. It is going to be year-to-year it
sounds |ike. And your fallback position is
reasonabl e.

Dr. Gwal t ney.

DR. GWALTNEY: | think, nunber one, this
shoul d be given the highest priority status by the
mlitary. This is not a trivial problem and I
t hi nk you should make that clear in your own
di scussions of this, make it is clear to whoever it
is inmportant to be made clear to in terns of who you
have to go to get the resources to get this. And
think the board should al so recognize this as one of
t he highest priority issues that we have dealt with
at least since | have been on the board.

There clearly is nothing that will disrupt
recruit training like acute respiratory di sease.

Actual ly, | happened to be stationed at Fort Dix in
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the early '60s so it clear, there is another
di mension to the problemwhich is very inportant,
which is the social, political aspect of these.
These young people cone in, they imediately get
sick, they imediately go in the hospital. The
fam lies call up by the hundreds. The kids lie on
the floor and have tenper tantruns because they are
getting recycled in their training. And you can't
i mgi ne the other part of the disruption in addition
to the fact that they are being recycle in their
training.

And this has been true in every war in the
United States that we have ever had, that acute
respiratory disease is the mpjor cause of problens
in recruit training. So this is -- and it is
sonet hing we can do sonmething about. So it is a
maj or, major problemand | think we shoul d, nunber
one, just say that.

And it is really kind of inconceivable to
me that we have to sit here and even tal k about it.

It seenms to ne that the people that are

responsi ble, if they have any education and
j udgnent, they should have been working on the

probl emuntil now. We have been tal king about it
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for four years. So that's nunmber one.

| think you could reasonably raise the
i ssue, has the ecol ogy changed? Are the recruit
si ze popul ations smaller? |Is the housing of the
recruits different? And is it possible that we
woul d not have it on the scale that was present in
the '60s now and could we just use the vaccine to
suppress outbreaks? That's another, that's one
option, and that m ght be reasonable to do that if
you had any funds to study it. But usually the
answer is we really don't have the resources to do
t hat .

So, the second option, of course, is to
just go on and continue |ike, doing sonething that
has been successful. But | strongly recomend that
we give this nunber one in the category of the
hi ghest priority of problens.

ACTI NG CHAI RVAN ASCHER: If you woul d
submt a question or ask, as has been done in the
past by the Navy when they got a simlar problem at
San Di ego, where they were having trouble getting
the attention of their adm nistration, if you were
to ask the board for a current statenent on the

adenovirus issue, | think we would cone back,
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par aphrasi ng what Dr. Gwal tney said, highest
priority and a serious matter, and that would be
written probably between sessions. W could get
that to you. It would require |aundering it through
the office and things but | don't see any problem
with that.

We did it for San Diego on a nuch smaller
scale, we could do it for you.

Yeah.

LI EUTENANT COVMMANDER POTTER: | am not
fam liar with the problens with production or the
techni cal aspects of it. | got involved with this
i ssue about |ast Septenber when | got a call from
DMSB and | |earned that from it appeared to be a
probl em of contracting at that tinme. DPSC had |et,
had not witten a new contract for production and
Weth as, as | can understand, not going to go start
produci ng sonething until they have a contract in
hand.

And, as it turned out, | talked with sone
of the contracting people, not with the technical
people. Their inpression was it was a probl em not
of production but of contracting. W do have the

vacci ne avail abl e now good for a year. The | ast
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time | spoke with soneone at DPSC, they inplied that
they were going to go out for solicitation for bids
for production of this. Well, that seens kind of
strange since Weth is the only people that produce
it to start with. Wy are you going to go out and
solicit?

But, frommnmy inpression, it is an
acqui sition problem a problem of contracting and
getting the contract witten ahead of tine so that
you can have the vacci ne produced.

ACTI NG CHAI RVAN ASCHER: But Weth, as we
have heard before, is walking a fine line with FDA
and would love to |leverage this into a new facility.

They wanted capital noney to build a facility.

LI EUTENANT COMMANDER POTTER: | am not
fam liar with that problem but what | have been
told was the | ast problem was one of just not
getting the contract witten.

ACTI NG CHAI RVAN ASCHER: Right. But don't
forget the one that is hanging over the whole thing.

Dr. Broone.

DR. BROOME: One of the alternatives being
consi dered for use of the current supplies is

out break control. Can you tell nme, are there
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options for rapid IF for adeno 4 and 7? It sounds
i ke waiting for sero-conversion is not what you do
totry to figure out what is causing an outbreak?
What are the tinme course of outbreaks, what is the
time to protection fromthe vaccine? You know, is
this a feasible strategy?

COLONEL GAYDOS: In the pre-vaccine era,
once the outbreak started, they generally started
very early in the basic training cycle and they
peaked at about the third or fourth week. We have
data to show that we were generally neutralizing
anti body titers that we associated with protection
at about 10 to 14 days. And we established a policy
of giving the vaccine as soon as the recruits canme
t hrough the door at the basic training center.

We found that we could not get good control
if we et themjust randomy give that vaccine
within a period of a week after arrival. So,
essentially, what was happening was that the
recruits would conme off the bus, walk in to their
first adm nistrative point and soneone woul d be
there and give themtwo tablets.

So it took us, it took us 10 to 14 days for

t he anti body and once we got that at the beginning
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of the basic training, then we began to see the
out br eaks st op.

| don't know what we have ever, that we
have any data where we have conme into an
installation and, in the m ddle of an epidem c, and
saturated the installation or started giving the
vaccine at that point in tinme, as to howlong it
took us to get control. Colonel Bancroft may have
know edge of some of that.

Wth regard to the serologic studies, the
di agnostic capability, we are doing virus isolation
right now We are open to anybody who has any
expertise or know edge about the use of any other
tests that we could use that we be rapid diagnostic
potential. And Col onel Kelley has essentially
call ed around North Anerica and we have not gotten
any help from anybody other than the group at
McMast er .

Pat, do you have anything to say about IF
or anything el se?

| am not aware of anything out there right
now, or anything in the past, that we could take off
the shelf, that would help us to give us increased

di agnostic capability at the present tine.
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COLONEL KELLEY: The only group | have been
able to find that did a neutralization --

THE REPORTER: Wbuld you cone up to the
m crophone, pl ease?

ACTI NG CHAlI RMAN ASCHER: He said the only
group he has been able to find is McMasters. |
m ght indicate that the California virus |abs had
this capability for years. It is an orphan problem
There's a lot of interest in the new strains being

characterized that cone out of AIDS cases and we

have one scientist that works on it. He does
neutralization. He doesn't like to do it. But if
you call me, | could |let you contact him and see

what capability m ght be able to transfer or to help
you with.

COLONEL KELLEY: It's a neutralization
assay?

ACTI NG CHAI RVAN ASCHER: He does al
adenovirus isolation, neutralization, plays around
with it and | ooking at new strains.

The thing will reconbine, as Col onel
Bancroft suggested, we m ght have sonme very
interesting enmergent organismout of this mx too

t hat, adenovirus X, which has been the story in Al DS
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cases. They come up with characteristics of two
strains and then they have to give them a new
nunber. |t has been grow ng.

Ckay. We would like to nove on and there
can be further discussion later if people want to
talk at the break or in the Executive Session.

Col onel Joseph, we are going to hear about
sonme dat abases in the DoD.

COLONEL JOSEPH: Good norning. | am
Col onel Mal col m Joseph and | represent the O fice of
the Assistant Secretary of Defense for Health
Affairs, which is headed by Dr. Steven Joseph. The
Deputy is Dr. Edward Martin. The Director of our
agency is a M. Alan Andreoni, he is the Director of
Def ense, Mcro Informati on Managenent, and in that
agency there is an organi zation, relatively new,
named Medi cal Functional |ntegration Management.

Medi cal Functional |ntegration Managenent.

You have several handouts. | was given
very careful instructions not to bring skis but to
bring this information with me. One of the handouts
is an overview of the nmedical treatnent facility
environnent and the current automated systens which

we use in the MIS. There is also a brochure on
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medi cal aut omati on.

This briefing is the result of a request by
the board to Dr. Joseph and to Dr. Martin to
i ntroduce the board to the automated informtion
systens that we currently use in health affairs.
This quotation by Dr. Eddy, "Physicians make
deci si ons about phenonenally conpl ex probl ens, under
very different circunstances, with very little
support. They are in an inpossible position of not
know ng the outcone of different actions but having
to act anyway."

It has only been very recent that
information technol ogy has all owed for the
devel opnent of conprehensive health databases which
will help illumnate the areas of uncertainty in
medi ci ne.

There are currently 128 aut omat ed
information systens in the mlitary health service
system Today, ny goal is to highlight those
systens that allow reasonabl e access to dat abases
and those systens which we think will have sone
meani ng to the board menbers.

This slide depicts a subset of the current

i nformati on nmanagenent strategic principles. One is

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

637

that the systens that are selected, that there wl|
be conparabl e performance neasures across the IHSS
and the private sector. That the information
managenent to i nprove the understanding of how to
effectively and efficiently provide health services
so that inforned choices can be made by providers
and beneficiaries, and that there be uniform data
sets, processes and technical standards.

One of the key initiatives currently is to
conplete a DoD standard dictionary which wl
include entities for all of the processes that we
use in the delivery of health care.

| handed out this slide which is an
overvi ew of the current NMHSS system architecture.
Currently, we have 8.5 mllion beneficiaries,
approxi mately 13,000 civilians, and the | argest
health care provider network in the country. And it
is the goal that the use of automated information
systens will allow us to deliver better health care,
to do the right things, and to ensure that the
| essons that are |earned by virtue of each clinic
visit, that we will be able to | ook at themfrom a
popul ati on- based epi den ol ogi cal basis to assist our

researchers and our clinicians in inproving the care
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that is rendered.

A very significant ongoing effort currently
is the mgration system sel ection process. As noted
initially, there are 124 systens and currently not
all the systens have inter-connectivity. They are
written in various conputer |anguages. There was an
article recently in the "Harvard Busi ness Revi ew'
that stated, opened with a quotation that, "Strategy
and structure lead first" and that "the systens are
a result of the strategy and structure.”

Part of what | think the group has heard
over the past day is that the structure and the
strategy in the MHSS is changing dramatically. And
| can al so speak directly to the fact that our
systens are changi ng dramatically.

Qur goal is towards an open environnent
system we call it plug in play. W do an object-
oriented anal ysis and design. Object-oriented
anal ysis creates standard entities and their rel ated
characteristics and data el enments.

During the devel opment of an AlI'S system an
anal ysis of the needed data elenents is conducted.
Then consensus is reached regarding the standard

groupi ngs of el enments under objects. For exanple, a
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physi ci an exam nati on coul d be consi dered an object.
Data el enents woul d be oscultation of the |ungs,
skin exam etcetera

There is an appendix that will provide nore
detail related to the mgration system sel ection

The perfect database as defined by Dr.
Mtzmorris at the Ofice of Science and Data
Devel opment woul d i nclude these el ements, and our
goal is to develop a perfect database for the DoD.

The automated systenms that we think are of
sone epidem ol ogic interest should be, our selection
criteria for choosing the systens we are going to
| ook at today, are systens, one, that we control
within the WVHSS, they are popul ati on-based, they are
accessi ble, and they contribute to this
conprehensi ve or perfect database.

This is a list of those systenms and we wil |
qui ckly wal k through this |ist.

These are sonme additional systens which we
will not cover this norning. But currently there is
the preventive and occupational health, and in
occupati onal health, some of the systens that we
wi Il not cover are the reportabl e database system

the health risk appraisal system W have future
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systens that are being devel oped. A very key one is
the CEI'S, or corporate executive information system
which will access a conputerized patient record
which we are currently devel oped.

The DVHRS systemis a manpower system it
standard for Defense Medical Human Resources. The
DMLSS systemis a Defense Medical Logistics and
St andard Support System And the CCEP is the
Compr ehensi ve Clinical Eval uation Program

The CHCS systemis a systemthat is
probably nost famliar to nost mlitary providers.

It is deployed at all of our nmmjor nedical centers.

Its epidem ol ogical inportance is that it has a
primary data collection and storage. It has key
denogr aphi ¢ data and has significant amounts of in-
patient and out-patient encounter data.

This slide denonstrates sonme of the various
interfaces, data access, tineliness and the nane of
Dr. David Schroeder, who is the POC for CHCS. CHCS
is currently the backbone of our autonmated
information system network. And many of the systens
that will come online, one of the requirenents is
that they interface with CHCS.

MHCM S is a systemthat is | ess well known.
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It is of epidem ologic inportance because it has
access to detailed encounter-level data and it |inks
with nultiple systenms. One of the handouts
addresses MHCM S.

These are the various databases which
MHCM S links with, and we will just continue on to
t he next one.

OHMS. OWH S is the Occupational Health
Managenent | nformation System It is the
occupational health systemthat is currently used by
the United States Arny. Yesterday you received a
briefing on the Phoenix system Phoenix and OHM S
have a great deal of overlap with respect to their
functionality and their data el enents.

The Navy has a systemcalled no NOHMS, the
Naval Occupational Health Managenent |nfornmation
System \What is inportant is that, with respect to
the strategy, the mgration strategy is that the DoD
and the Services are committed to narrowi ng the
nunber of systens that we have to reduce overlap and
dupl i cati on.

In the future there will not be a separate
Arnmy Occupational Health Managenment | nformation

System Navy Occupational Heal th Managenent
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| nformati on System and Air Force COccupati onal
Heal t h Managenent | nformation System

The process that | have been involved in
for several years now has specifically related to
occupati onal health and preventive nedicine. |
anticipate that in the next 30 to 60 days, the Arny
will be identified as the executive agent to mgrate
this system OHM S, to the other services. This is
atri-service effort and this initiative is
currently being staffed by the Surgeon Generals.

In addition to selecting OHM S as the
mgration system and it will be called the DoD
OHM S system there is also another effort at which
we are developing a target system for preventive
medi ci ne and occupational health to be used in the
mlitary health services.

The role of the board, and of the various
consultants that are assenbled today, with respect
to that developnent, | think is very inportant. W
have the opportunity to tailor, to handmake, to
custom ze a systemthat will neet any of the needs
that we identify.

This is obviously a slide that continues on

OHM S and | think enough said.
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OCkay. The Anmbul atory Data Systemis a
systemthat will be deployed in 1995. We think it
is inmportant with respect to the data that it wll
capture regarding the delivery of health care in the
out - patient setting. It will help us to determ ne
di sease prevalent incidents, trend analysis and
practice patterns. It interfaces with nmany of the

ot her systens. The key interfaces are CHCS and

VHCM S.

The RCMAS systemis the Retrospective Case-
M x Analysis System It allows normative data
conparison within DoD to civilian nornms. It

i ncl udes denographi cs, name, gender, race, etcetera,
and it generates several standard reports which we
think will be helpful with regard to epi dem ol ogi ca
research and anal ysi s.

The RCMAS system al so interfaces with many
ot her systems. CUN (phon.) activity is a
requi renment for any of the systenms that are sel ected
as mgration systens.

This is CHAMPUS, which is | think famliar
to many of us.

M ke, bring that down a little bit. There

you go.
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The CHAMPUS systemis one that collects
information on the DoD beneficiaries who are outside
of direct health care system CHAMPUS has many
interfaces, as with the other systens.

Next is DEERS. DEERS is the Defense
Enroll ment Eligibility Reporting System DEERS has
popul ati on data. DEERS is a systemthat will becone
increasingly inportant with respect to our Tri-Care
effort, Tri-Care being the mlitary managenment care
effort.

There is the Defense Bl ood Standard System

This system was identified, to be brief, this
norning, to introduce the board nenbers to a system
t hat has data which will be of inportance in |ooking
at HV and H V-rel ated issues, in addition to al
the issues related to the managenent of bl ood
pr oduct s.

This is the Medi cal Expense and Performance
Reporting System \When we | ook at the collection of
data, data elenents, the effort brings together
automated systens that not only include the
traditional health care delivery but also those that
are involved in the cost and managenent of cost.

Next sli de.
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We think that the databases can be used for
many purposes. They are currently used for public
heal th and surveill ance, for epidem ol ogi cal
research. And in the future, we anticipate that we
will use this information to devel op perfornmance
measures, outcome nmeasurenments, quality assurance,

i nprovenent and continuous quality inprovenent and
also in Tri-Care managed care effort.

The next slide sinply shows the output of
the VHCM S fi el ds.

"Il go to the |ast one.

We wal ked very quickly through ten systens.

There are 124. There is a docunent titled "The
Aut omat ed I nformation System Plan,” AlIS Plan, that
is a conprehensive docunent that lists all of the
124 systems. It lists the justification for those
systems. It will provide the board with some

hi storical background related to the systens. And |
will recommend that we provide a copy of that
docunment to each of the board nenbers as you try to
determ ne what is the best role for the board in the
future related to this effort.

We have one nore slide | want to show

There is some migration in your handout. There are
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some slides with arrows on themand | would like to
-- the effort that we are involved in currently at
DoD is taking those systens which are | egacy
systens, and at the end is a glossary which wl|l
explain those terms, take the current systenms that
we have to see where we can reduce redundancy and
m grate sel ected systens.

Four years ago when this effort started, we
t hought that we would be able to devel op the target
systemw thin a three- to four-year period of tine.

For many reasons, that did not occur. In 1993, M.

Perry, who was then the Assistant Secretary of
Defense, he is now the Secretary of Defense, issued
a menorandum saying that, "While we continue the
efforts towards the target systens, let's choose a
system for mgration.” These systens will not be
funded. These systens will be funded. And we wil|
continue to | ook towards an open target system

And | think that what | would ask the board
to do is to ook at the entire pattern, but to focus
on the preventive health care and occupati onal
health. And, Mke, if you could find that
particular arrow, |I would appreciate it. To | ook at

the systens that we have identified as |egacy and
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m gration systenms, to assist us in devel oping the
target system This initiative has had a great dea
of interest by agencies outside of the DoD. NASA
has expressed interest. OSHA has expressed

i nterest.

We think that it is a trenmendous
opportunity for those us in preventive health to
hel p devel op a conputer systemthat will allow us to
i nprove what we do, to nake us nore effective, nore
efficient and to assist the mlitary departments in
their key goal of readiness.

Thank you.

ACTI NG CHAI RVAN ASCHER: As was i ndi cated
at the beginning of the presentation, this
presentation and others like it were solicited by
the board to try to understand this process. And
previously, Dr. Kuller and others had a very | arge
anount of input in the beginning of some of this
stuff, and we do not active subcomm ttee designated
to help you, and | don't think we need to at this
point, but | am wondering if G eg Poland would be
willing to kind of be a liaison to this area.

Is that of interest to you?

DR. POLAND: (Nodded in the affirmative.)
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ACTI NG CHAI RVAN ASCHER: And if you woul d
t hen maybe check with Dr. Poland in ternms of sone of
your prelimnary questions, and then if you would
like alittle working group fornulated to work with
him | would very nuch appreciate it. It is
overwhelmng to us all to see these acronyns and
things but it does fit together at sone |evel, and
you are really encouraged to keep at it.

COLONEL JOSEPH: Thank you. Appreciate it.

ACTI NG CHAlI RMAN ASCHER: Do we have any
comments on the system or questions about the
presentation? Yes.

DR. LUEPKER: Just a comment and a question
here. You know | wasn't here when the board
recommended this. | think in all the systens you
have avail able, the need for consolidation is
apparent. The chall enge though is great, and | can
see progress has perhaps been slower than you want.

The need for common records, common data sources is
very inportant.

| guess | would encourage you, and maybe
Dr. Pol and, now that he has taken sone
responsibility here, to think about how this

actually m ght be used. The prom se, which goes
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back several decades, of |arge databases inmproving
clinical care, | think has yet to be fulfilled. And
certainly, standardization is inportant in and of
itself, but if this consolidated database is to be
useful in advancing care, then this is the tine to
begin to think about how that is going to occur.

ACTI NG CHAI RVAN ASCHER: Dr. Broone.

DR. BROOME: | guess | would ook at it a
little differently. | don't see that coll apsing
down to one database is either desirable or
feasible, and | didn't really hear very nmuch about
efforts to pronote common data el enents, standard
variabl e definition, thoughtful issues related to
i nkage. | assume you have SSN so that in fact you
are in pretty good shape to have a system of
dat abases which can be |inked as appropriate for
needed anal yses.

And, finally, in addition to these sort of
housekeeping i ssues, it seens to be the prom se of
these is only realized if they in fact get analyzed
and used. And so | would think the board woul d be
interested in seeing a little nore about exactly how
t hese public health surveillance applications or

epi dem ol ogi ¢ studies are actually being realized to
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t ake advantage of the data |inkage potential.

ACTI NG CHAI RMAN ASCHER: Several years ago,
when one of these presentations was given, it was
clear that we had about 19 different systens, all
protecting their own turf, all in their own
| anguages. And the breakthrough was when peopl e
realized that you can get through that by using
additional tools which will act as if the systens
are the sane and will connect | NFORM X wi th SEQUEL
with ORACLE with all of the other, MUMPS, and that
sort of thing. So it is the secondary industry of
connectivity, but unless you have that dictionary
and at | east one link, you are in real trouble.

You did nention the dictionary issue.

COLONEL JOSEPH: Yes, sir.

ACTI NG CHAI RMAN ASCHER: Do you want to
el aborate on that?

COLONEL JOSEPH: The data standardi zation
is the key piece of this undertaking. W have a
data standard accel eration group. And the intention
is that, as we put the pieces of the puzzle
together, and it has been slow and it has been
pai nst aki ng, that various other clinical entities,

functional people, users, will be able to cone in,
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| ook at what we have done, and add their piece to
t he puzzle.

But the critical part of this is the data
st andardi zati on and the devel opnent of that
dictionary.

ACTI NG CHAI RMAN ASCHER: Dr. Hansen.

DR. HANSEN: As you will hear from ny
report a little later on the injury working group,
we have actually been | ooking at sonme of the
possi bl e uses of sonme of these databases. And I
agree conpletely with Dr. Broone's coments that we
have to think about the analysis before we think
about the data collection, because that will really
alter the way in which this whole process of
information i nprovenent takes place.

We found, for exanple, that the reason a
record was set up is very inportant to understand in
order to understand why the record is structured as
it is, and why it is mssing key elenents. For
exanpl e, the nedical records, the hospitalization
records, particularly, were structured for the
pur pose, as | understand it, principally of
depl oying the staff, how many nurses you need, how

many doctors you need, what kind of doctors you
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need. And so the frequency was the thing they
needed. They needed to know how many fractures to
know how many orthopedi ¢ surgeons. But they didn't
need to know how many that fracture's nunber was of
the total.

So the whol e issue of how to analyze the
data had not really been thought about for that
pur pose.

And | think as we | ook toward supporting
the mlitary, we need to think about the kinds of
guestions that need to be answerable and then | ook
back to the database to see what needs to be
changed.

| amrem nded of the issue of alcohol and
its involvenment in injury. No dictionary and no
coding is going to help you unless you really think
out how you are going to actually use that
information in terns of the involvenent of al cohol
in any injury, one way or another. But that gives
you at | east a couple of exanples from our
di scussi ons of the kinds of concerns that we have
had about the databases as we have been trying to
use themto conme to prevention reconmendati ons,

which is really what | think the goal of these
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information, at |east nmany of these information
processes shoul d be.

COLONEL JOSEPH: Dr. Hansen, | would I|ike
to just follow up on your comments. One of the
reasons this process has taken | onger than anyone
anticipated is that before we can automate anything,
we need to understand what we are automating. And
there are several references and texts, one that |

found particularly helpful is entitled "Re-

engi neering the Corporation,” it is a text that has
been on the best sellers' list for quite sonme tine
now.

That re-engineering has proved to be very,
very difficult. And as we bring together various
wor king groups to try to identify what are the
i nportant processes and how can we inprove them for
a systemas large as ours, it has been difficult to
reach consensus.

DR. HANSEN: | am sure.

ACTI NG CHAl RMAN ASCHER: Dr. Stevens.

DR. STEVENS: That's okay.

LI EUTENANT COMVANDER JONES: You nenti oned
t hat your candi date systens have to be under the

control of MHSS. It occurs to ne that there are
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several very inportant databases that are not under
the direct control but to which the nedical
departnments of the services contribute a great deal
Those are the physical disability agenci es who base
t heir physical evaluation boards on nedical

eval uati on boards. That may be an inportant source
of information, it is automated in at |east one
service, it may not be in the others.

The other is in the area of workers'
conpensation, which we have some input to and
under st andi ng of, but which is, again, a systemthat
is not directly under your control but I think
deserves sone consi deration because of the inportant
i nplications.

COLONEL JOSEPH: Yes, sir. The issues are
right on target and ny role is to serve as the
functional coordinator to ensure that we bring al
of the key elenments and projects and progranms into
t he process.

Thank you.

ACTI NG CHAI RMAN ASCHER: Thank you very
much.

Dr. Stevens.

DR. STEVENS: This is not related to the
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dat abase issue, but something you said in your
presentation has jogged ne a little bit. A look
back for H'V, | wondered whet her sonebody in a
future nmeeting could give us a little bit of
information about, | assume that it is for
i ndi vi dual s who donate bl ood and are found to be
positive where they were not positive before, sero-
converters.

| am | ooki ng back to the recipients of
previ ous donations. | wonder if sonetine in the
future we could get sonme information about how often
t hat occurs, how big a problemit is in blood
donation in the mlitary.

COLONEL JOSEPH: Yes, ma'am We wil|
provide the information to the board.

ACTI NG CHAI RMAN ASCHER: W have sone
schedul e changes. A coupl e of announcenents. W
probably want to stick with the break at 10: 00, so
that we will get as far into the occupati onal
medi ci ne package as we can and then break at 10: 00
and conme back and finish.

Col onel Leitch is unable to present today
because his slides didn't come in. | believe that

was - -
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COLONEL LEITCH: | apol ogi ze profusely to
everybody. Sonmewhere in Datapost or Fedex, | am not
sure who is to blane. It hasn't cone in.

ACTI NG CHAI RMAN ASCHER: We wi Il use that
time to discuss the hepatitis question in public, we
wi |l have some opportunity to do that, and any ot her
i ssues about the Royal Famly or anything el se that
we would |ike to bring up.

(Laughter.)

ACTI NG CHAI RVAN ASCHER: Col onel Toml i nson
has a coupl e of other announcenents.

COLONEL TOMLI NSON: Yes. Those individuals
who have had some of the refreshments and have not
yet paid, that charge was $2.00 for each day. So
t hose of you who maybe have not yet paid, if you
woul d pay Jean Ward, it is $2.00 a day, $4.00 for
the two days, that's for the coffee and the juice
and nuffins.

Sergeant Harris and Col onel Fal kenhei nmer
are actually holding the tab on that, so we don't
want to skip town ow ng them noney.

Secondly, Sergeant Harrison and Col onel
Fal kenheimer would |ike to take sonme candid pictures

of the AFEB and Action, so they may be doi ng that
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for the rest of the neeting today.

And, thirdly, Jean Ward had heard that
there may be sone delay of air traffic through
Chi cago today, if anyone is going through, they
m ght want to check on your flight. That's it.

ACTI NG CHAI RVAN ASCHER: Okay. Do we have

the right sequence? Colonel Flemng is -- yes.
COLONEL FLEM NG  Good norning. | amJim
Fl emi ng, a very new person to you folks. | have

just been naned as the Occupational Medicine
Consultant. | have been asked to go ahead and give
a briefing to the AFEB on occupational health for
the Arny.

| feel sort of like the definition of the
expert who cones from50 m|es away, go ahead and
tell you what you already know. | think you for
vindi cating the fact that | am an expert, though I
don't really feel that | am

Next slide, please.

Ckay. This is the format for ny briefing,
areas | will be covering.

Next slide, please.

This is our mssion statenment. COQut of our

Arnmy Regul ation 40-5, which is the preventive
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medi ci ne regul ati on.

OCkay. The objectives. Again, out of the
regul ati on, change essentially to assure that our
workers are able to go ahead and performthe work
physically, nentally, psychol ogy, to protect those
personnel from adverse effects, to assure the care
and rehabilitation of our workers. Reduce the
econom c | oss associated with that, and to prevent
decreased conmbat readi ness of our soldiers.

Okay. Briefly going through history,
occupational health in the Arny has been a concern
since the Revolutionary War. There was a surgeon
who wote a letter to General Washington about
hearing | oss anong artillerynen, so it has been
around for a long tine.

It formally came into play in World War
in the nunitions industry as well as in the gas
producti on and gas protection elenments of the war
efforts. In fact, that is where Dr. Ham | ton becane
involved in the nmunitions industry and the nortality
associ ated with TNT workers.

In World War |1 it has becone even nore
formalized, where, again, within our inordinance

areas where we | ooked at, again, the nortality anong

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

659

the nmunitions enployees and were able, due to
sanitary, increased sanitary protection, as well as
occupati onal health and industrial hygi ene support,
to reduce nortality from about 24 per 10,000 down to
| ess than 5 per 10,000, and in a couple of year
period of tine.

This was al so the period of tine where the,
what is now being known as the CHPPM actually
started, and that was the Army Industrial Hygiene
Lab at Johns Hopkins University and a very fanous
and noted person has been responsible for that, that
was Dr. Ana Batcher, who has been part of the Arny
community for many, many years.

Also, it is the first time at the Arny
Surgeon General's office that there was an
occupati onal nedicine consultant to go ahead and
wor K.

Wth the inception of OSHA, which cane
around about 1970, and then also with the federal
governnent's com ng under the OSHA Act, we sort of
formalized and straightened up our act even nore.
That is when the DoD |-160-55, which is our
regul ati on that says, yes, you will go ahead and

follow all of the OSHA gui dance, and al so the
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inception into the preventive nmedicine docunentation
of AR 40-5 for occupation health support, as well as
the Arny safety docunent AR 3 -- 385-10 which
supports that.

The other part of the history if our
mlitary unique hazards. Unlike civilian
i ndustries, where basically it is the work place is
a static environnment, the Army noves, and so our
hazards nmove along with the soldiers. So, in order
to help control those hazards, or help protect the
sol diers, we need to go ahead and | ook at the arny
materi el systens to go ahead and see how we protect
soldiers within those systens as opposed to in
static | ocations.

Next slide, please.

Qur occupational health team consists of
basically these four elenents. There are sone
addi tional ones which | wll talk about later. CQur
i ndustrial hygiene program very strong.
OCccupational health nursing. The first two at the
grass root levels are essentially the bedrock of our
program

The occupational health PA's are fairly new

menbers of our team They have been around for a
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little over ten years. They nmainly provide support
to the active duty soldier, and we utilize these
officers at large troop | ocations.

The occupati onal nmedicine physicians. Qur
physi ci an support ranges from general nedical
of ficers and civilian physicians at the industrial

Sites up to board certified occupational nedicine

of ficers.

Next slide, please.

Just to give you a brief breakdown on the
Armmy, the new Arny structure, | don't know how many

of you have seen this. Hopefully, you have already.
What you see there as MEDCOM used to be Health
Servi ces Command but the structure goes deeper than
that. OISG was really the controlling el enent of
the Arny Medical Departnent. That is now changi ng
where they are now mainly an R staff function in
support of the Surgeon General to the Chief of Staff
for the Arny.

The MEDCOM i s where the power base has
nmoved to and that is a reality. And that is down at
Fort Sam Houst on.

We al so have, the HSSA's that you see up

here, are health service support agencies. Those
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are regional commands that control all of the

medi cal centers and nedical treatnment facilities out
at the various installations. Currently these
HSSA's are co-located where our nedical centers are,
essentially. And underneath them are the nedical
treatnent facilities, the nmedical centers, the

medi cal hospitals, as well as all the clinics that
fall wi thin MEDCOM

The CHPPM vyou have al ready been, talked
about that. That is still the home of our
occupati onal nedicine and the elements of the old
AEHA are still within that organization, and they
have sone support elenments underneath them are al so
part of that.

The AMEDD center and school is our doctor
and training center and that is where | amcurrently
| ocated within.

That is the structure of the Arnmy. Now,
how does occupational health fit in?

The next slide, please.

at the installation level, as | nmentioned
to you, the occupational health nurse and industrial
hygi eni st are our basic elements. W also have

general nedical officers and, as | nentioned before,
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t he occupational health PA where we have |arge troop
concentrations.

At the regional |evels, again, our
occupational health nurse. Usually the one at the
medi cal center is, also has double duty as the
regi onal occupational health nurse. The sanme thing
with the industrial hygienist, and we have pl aced
and/ or are placing our board certified occupational
nmedi ci ne physicians at all of the HSSA's. By the
summer, the only HSSA that will not have an oc ned
physician will be at WIIliam Beaunont, and that is
our small est one and we just do have the nunbers to
go and support that at this tine.

The CHPPM again, the sane el enents they
had under the agency. A strong industrial hygiene,
occupati onal health nursing program as well as the
occupati onal nedicine physician program And,
again, that is still home to the Arny's occupati onal
medi ci ne resi dence program

At the MEDCOM | evel, again, as | nentioned,
t he power base for the design, the structure, and
basically telling us what to do. W do have an
occupati onal nmedicine physician on staff there, as

wel | as industrial hygienist on staff.
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At OTSG, the occupational nedicine
consul tant, nyself, is no |onger |ocated there.

That has been, that is no |onger a staff function,
it is only a consultant function -- | don't want to
say only -- but it is sonething that | do as an
extra duty. The industrial hygiene consultant is
still there, as well as the preventive nedicine
consultant is still at OTSG serving on the R staff.

We al so have occupati onal nedicine
i ndustrial hygiene support at our Arny materi el
conmand el enments at the headquarters |evel and at
the two of the subcommands, the industrial operation
command and chem cal, biol ogi cal defense command,
and we are considering trying to open up a position
at OSI A the Overseas --

VO CE: | nspection.

COLONEL FLEM NG I nspection Agency. Thank
you.

Next slide, please.

O her than the four elements | tal ked about
earlier, we also have health physics officers who
support in the radiation health and safety, and they
are located at all |evels of nedical treatnent

facilities up to the CHPPM |l evel, life support, and
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they are subject matters experts in that field.

The sanme thing with audiol ogy, with hearing
conservation, and they are located at all those
| evel s.

We al so have optonetry at the CHPPM | eve
to provide occupational vision.

Qur special enphasis areas that we are
| ooki ng at, and Col onel Joseph had a good tal k on
OHM S so | will just go ahead and nention it here.
The AMC- MEDCOM partnership programis a program
where the Arny Medical Departnment is working with
AMC to handl e additional support for the majority of
the civilians within the Army medi cal comunity --
Army comrunity. And we, the Medical Departnent, are
not providing enough services, occupational health
services, to AMC. AMC is working with us to provide
t he additional personnel.

MIlitary Unique Hazards Program As |
menti oned before in the history, we do have a health
hazard assessnent program where we | ook at Arny
materiel. This was started when we | ooked at Big
Bertha, that was a |large howi tzer that was found to
go ahead and cause not only auditory but non-

auditory effects such as pul nonary edema and
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pul monary henorrhage and we | ooked at that piece of
materiel to go ahead and see how to reduce the
effects of adverse health on the soldiers, and we
were able to do that. W now | ook at all Arny
materiel as it cones on |ine.

The Health Ri sk Assessnment Program al so
centered up at the CHPPM | ooks nore at the
envi ronnental concerns that the Arny produces. This
goes everywhere fromthe depl eted urani um on
training fields to | ooking at, we sent fol ks over
to, for the Kuwait oil fires to go ahead and | ook at
that situation. And we are also heavily involved in
t he occupational nedicine side, both in the research
as well as in the de-mlitiarization of the chemn cal
surety materiel.

Qur | ast mjor enphasis area is on the
Civilian Resource Conservation Program which is the
Arnmy personnel's program for reducing the cost and
t he nunmber of civilian work injuries.

Next slide, please.

Speci al issues that we have, | started to
touch on these a little bit. Personnel
restrictions. W don't have enough people to go

ahead and do all the job. W don't have enough
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funding to go ahead and get it all done. CQur

i ndustrial base, unlike the other two services, is
spread out. Qur largest industrial base nay have
about 3,000 personnel at this point in tinme. Most
of themare well under 1,000, and at |ast count, |
count | think at AMC there were still over 80
installations that we have to go and provide support
to.

So, again, it is a very spread-out
organi zation and we have to go and provide the basic
| evel of support to all of that.

The AMC- HSC Partnership Programis online.

There are sone problems with that we are working
t hr ough.

Subj ect to your questions, that is the end
of my brief. Thank you.

ACTI NG CHAI RMAN ASCHER: Anyt hi ng pressing
for this section, or should we go on to the next
one?

LI EUTENANT COLONEL FALKENHEI MER: | have
one question. Fal kenhei ner.

You nentioned you | ook at Arny nateri el
when it conmes on line. | was wondering if you were

| ooking at getting in earlier in the acquisition
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cycl e, because once it is online, obviously, it is a
| ot harder to change.

COLONEL FLEM NG Well, we actually start
everywhere fromthe concept phase up, so in the
whol e manpower or manprint program we are involved
with that, all the way through. Actually through
the cradle to grave.

Thank you very nuch. | appreciate this
opportunity.

COMWANDER RUDOLPH: Good norning. | am
Garry Rudol ph, an occupati onal nedicine physician at
t he Navy Environnental Health Center, Norfolk,
Virginia. It is a pleasure for ne to be here this
nor ni ng.

| am going to give you an overview of the
Navy occupational nedicine prograns. | amgoing to
take a slightly different approach. | am not going
t hrough the organi zational structure so nmuch. |
must mention, | amgoing to be a little remss in
not speaki ng nuch about the rest of the occupati onal
health and safety teamin the Navy, because probably
if they do their work, we are out of business, but
time doesn't really allow ne to go into the all the

prograns for those areas. But | do want to
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recogni ze our industrial hygiene, hazardous
materials, safety specialists, and the rest of the
teamreally in this whole effort.

So | amgoing to hit on sone old prograns
and a fewinitiatives. Hopefully, |eave a couple of
m nutes for questions.

To give you an idea just about size and
scope of the Navy occupational nedicine program we
run 153 occupational health clinics, or thereabouts,
wor |l dwi de. We have in full-tinme enpl oyee basis,
about 150 physicians and physicians' assistants in
t hese clinics, and, again, about 150 occupati onal
heal t h nurses.

Those nunbers really under-estimate to
quite a degree the nunber of people actually
perform ng occupati onal health, especially when we
tal k about our operational forces, the sailors, our
float forces, where really every nedical departnent
aboard a ship is functioning |ike an occupati onal
health clinic. So these are our funded, shore-
based, occupational health facilities, and we take
care of approximately a mllion Navy and Marine
Corps, civilians and active duty, quite a conmpl ex

i ndustrial environnment.
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We still operate, depending on where are at
in the BRAC process, many shipyards, naval aviation
depots, which are simlar to the logistics conmand
here at Ogden, so it is a conplex industrial
environment. Qur float forces are often working in
conpl ex industrial environments. Maybe you have
seen those in the past. W still have many tenders
which are floating factories out there doing sone
conplex things. So it is really and interesting m x
of industrial environnments.

Let me tal k about one old program | am

sure you have heard nention of it at least in the

past. It is now 15 years old, the Navy asbestos
medi cal surveillance program |'Il briefly just
give you a little background. It began in 1979. It

is a centralized collection of data regarding

physi cal s for people exposed to asbestos. It

i ncludes X-rays which get a standardi zed readi ng
called a B reading, or the International Labor

Organi zation's classification of pneunopconiosis. W
al so do a brief nedical history and physical exam
and pul nonary function testing. Those results are
coded and centrally coll ected.

An inportant feature of the programis it
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only covers active enployees. And I'll nention
sonet hing about that in a mnute. But, and the bulk
of those are people with historical exposure. OSHA
only requires enployers to screen individuals with
current exposure to asbestos. The Navy program
fromits initiation, included all enployees who had
had prior exposure during federal service, wth what
| mention is a very liberal screening procedure to
put people in. W basically put people in that even
had very | ow and noderate exposures.

We do right now about 25,000 X-rays a year.

There are actually nore people than that, because
some don't get X-rays every year.

Up until 1990, the data was collected and
mai ntai ned at the -- well, it was collected by the
Navy Environmental Health Center but maintained at
t he Naval Medical Information Managenent Center.
Since "90 to '91, we have been collecting all the
data at the Navy Environnental Health Center. W
had restructured the forns we used at the tine, so
we have a real issue right now about how to get that
data together. W have had trouble in the past,
quite a bit of it, accessing the data at NM MC, and

we have the additional burden now of trying to marry
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up data to different sources.

Next slide.

Just a general idea about this program
t here has been some studies published in the
literature about our asbestos program but overall,
there is a relatively | ow preval ence of
abnormalities. You consider the two main reasons
for that I have already nentioned, one is we are
only screening active enpl oyees. As you know,
asbestos-rel ated di seases are of long | atency, many
cases aren't going to show up for 20 or 30 years or
| onger, so we may be m ssing some individuals with
asbestos as these are likely to be.

I n addition, we tended to put a | ot of
people in the programthat did have very | ow
exposure, people we really don't expect are going to
pneunoconi osis. So we see a | ow preval ence of
abnormalities. W have been trying to focus nore on
t he subsets of that population that are nore at
ri sk, looking at sone case, and | use that very
| oosely, definitions by X-ray changes and pul nonary
function tests, clinical criteria. Looking at the
i ssue of |atency because, like | said, it takes a

while for these things to show up.
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It is very hard for us to nake exposure
determ nations. W only ask people for their
current enploynent, and this is useful for some
groups. But we have a | arge nunber of prior active
duty who are now civil service workers who had their
exposure while on active duty, maybe in the '50s or
'60s, and we are not necessarily capturing what
their true exposure history is in this very brief
screening formthat we use.

Thi s has been published well in the
literature and we have seen it certainly in our
dat abases, the variability you have in these X-ray
readi ngs called B-readings is well known and it
continues to be seen. W are very interested in
| ooking at individuals. This is very difficult
clinical managenent.

We are doing a screening tool which is
desi gned for, hopefully, for epidem ol ogic purposes,
and we are asking people in clinics to clinically
manage these people with abnormalities, counsel
them etcetera. Many of these people are abnornal
one year and normal the next, and you are trying to
comruni cate that appropriately. But we are very

interested in |ooking at how consistent, in an
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i ndi vi dual who has abnornmalities, how they persist
over tinme.

Next sli de.

| am just going to briefly nmention the
heari ng conservation program There's about 450, 000
people in that program Really, we are anxiously
awai ting what you heard earlier, this OHM S
m gration system and the Tri-Service HEARS
conponent, the Hearing Eval uati on Aut omat ed Regi stry
System We are doing very little with that data.
It is a very large data set and I think OHM S hol ds
prom se, or greater prom se, DoD-wi de, to | ook at
t hat data for hearing conservation

Next sli de.

We are making sone recent efforts into heat
injury prevention. W are going to have a group, a
Navy, Marine Corps Heat Stress Wirking Goup is
going to be getting together in a couple of weeks.
We are going to revise and consolidate and re-1 ook
at many instructions we have. W have instructions
with the Marine Corps, with the Navy, w th HUMED
(phon.) and many different sources often have sone
techni cal di sagreenents anong them so we wll be

doing sonme effort in standardizing the way we run
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our heat stress progranms, the way we report heat
i njuries.

There is an extrenme interest in |ooking at
PHEL curves. The PHEL curves are Physi ol ogi ¢ Heat
Exposure Limts which were established for shipboard
use, were redevel oped based studies in nen. G ven
t he | arge nunber of wonmen now on all types of ships,
we are very interested in | ooking at how t hese
apply, what kind of research we may need to do. So
this will be an issue brought up by the working
group.

Next slide.

A relatively recent initiative, they net
for the first time in Septenmber '94, is the
Reproductive Hazards Review Board. It is a board
consisting of not only Navy but many from academ a,
and we have an OSHA representative on that board.
They have several objectives for the group. One is
to help us look at our technical manual,
"Reproductive Hazards in the Work place," nake

appropri ate updates as necessary.

We put out an annual |ist of known
reproductive hazards. This group will be involved,
will be providing input to that process, and,
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hopefully, identify research needs within this area.

Next sli de.

The Navy, you heard nention of NOH MS
before. NOHI MS really is only applicable, NOH MS
was the Navy COccupational Health Information
Managenent System it is only being used in a couple
of locations left over fromits early days.

We do not have a system i ke Phoenix in use
at any of our, or the majority of clinics. One
t hi ng we have nmade an effort at though is to
st andar di ze our approach to doi ng nedica
surveil l ance.

| will briefly give you a little
background. The Navy, | think for several years now
has made good efforts at devel oping a true hazard
based medi cal surveillance program All Navy work
sites, all Navy work sites get a baseline industrial
hygi ene survey. And, depending on the conplexity
and the hazards, a periodic survey, usually
somewhere fromone to three years.

| ndi vi dual s sel ected for nedical
surveillance are based on results of industrial
hygi ene assessnent. They are put in the program by

stressor. Stressors are identified in this docunent
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| have up on the screen, called the Medical

Surveill ance Procedures Manual, which was devel oped
by a commttee of Navy representatives to
standardi ze the exam nation protocols we use in the
clinics.

That docunents is in revision now, we hope
to have one out later this year. It basically
covers the majority, if not all of the hazards that
we do examinations for. It also includes standard
protocols for certification exans for fire fighters,
not or vehicle operators, etcetera.

We al so have a conputer program called PC
Matri x which generates standard form 600 overprints
of the exam nation forms, which include all these
el ements, so the clinics have the opportunity at
| east to have a standardi zed examform |t does not
include at this tinme medical scheduling nodul es
where you can hel p coordi nate scheduling of workers
for exanms or data collection nmodel. It is certainly
sonet hi ng we hope, but with OHM S as a new m gration
system we need to get into.

Next sli de.

A couple, | just want to nention a couple

of other |arge nmedical surveillance prograns. These
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are not centrally managed and data is not collected
centrally, but we have nmade great efforts in these
two areas. For cadmium in the past 18 nonths we
have had, since OSHA essentially put out a new
standard for cadm um that included a | ot of nedical
nmonitoring requirenents, we have nmade a | ot of
effort into cadmum Had a |ot of concern about

i ndi vidual s doi ng hot work, brazing and wel di ng
operations, shipboard and in shipyards and ot her

pl aces.

As you probably heard yesterday in our
tour, there are other areas where cadmumis used in
paints, so issues with painting and paint renoval.

Al so, sonme cadm um plated netals that you work on.
So we really weren't sure where we were at. OSHA
dropped exposure limt for cadm umdramatically with
this standard. W had not been doi ng nedical
surveillance for cadmum prior to that, or if we
were, it was very limted.

But at | east anecdotally | can tell vyou,
and based on sone personal experience, we were quite
encouraged that there does not appear to be nmuch of
a hazard for the workers in these areas. W have

done bi ol ogi cal nonitoring on many hundreds of
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workers. Unfortunately, | don't have that data
centrally managed, but al nost across the board,
uniformy, we are not seeing any elevations in the
bi ol ogi cal nmonitoring paraneters. In workers, where
the exposure really is to a netal that has a |ong
lifetinme in the body, so it is not sonmething that is
going to be cleared very quickly.

Lead has been a point of enphasis for a
long tinme in the Navy. |In the last five years or
so, we have even put a stronger enphasis on sone of
the paint renoval aboard ships and in other places.
We have done bi ol ogical nonitoring on thousands of
Navy workers. And, again, | think we have a very
strong program Our workers generally show, al nost
90 percent or nore of the cases, normal bl ood | eads,
the individuals doing these paint renpva
operations. So we continue, it is another |arge
programthat we continue to run.

The next slide.

| just want to briefly nmention sonething we
do at the Navy Environnmental Health Center, which is
a nedical review officer function, nmuch |ike you see
mandated in the civilian sector for certain

enpl oyees required by the Departnment of
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Transportation and ot her agencies to have drug
testing, it requires nedical review. W have three
medi cal review, certified medical review officers.

For the Navy, at |east we are doing review
of opiate positive urinalyses. That program was
initially created because of the concern of false
positives related to poppy seed ingestion, so all of
you out there eating the poppy seed nmuffins this
nor ni ng may have i ndeed been found positive on a DoD
drug test in the past. However, the DoD about a
year ago had raised the cut-off |evels for norphine
which is the drug that shows up related to poppy
seeds, raised the cut-off levels. So we are not
seei ng positive urinalyses anynore related to poppy
seed ingestion.

It really brings into question our central
role for medical review since nost of the medica
review is actually done locally at clinics by the
physi ci ans there.

Next slide.

| did nention our team This is the one
slide I wanted to tal k about, industrial hygiene. |
t hi nk a dat abase that has great promse. It's a

new, relatively new database where we are centrally
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managi ng results of all the industrial, air sanpling
done by our industrial hygienists in the field.

Al t hough this database does not standardi ze the
sanple collection, there is a parallel programwth
our industrial hygiene comunity to do that. Al

air sanpling done should be perforned at Navy

i ndustrial hygiene | aboratories and the results from
all those | aboratories are consolidated at the Navy
Envi ronmental Health Center.

At this tine we have the ability to
retrieve data by various operation codes and
stressors. Again, it is in the infancy as far as
maki ng standardi zed reports or studies on, but it
hol ds great prom se.

And, lastly, | wanted to nention a little
bit about our mlitary occupational nedicine
specialists. W have about 30 right now. About 20
of those are actually doing either direct clinical
or consulting work in occupational nedicine. W
have many that are in executive nedicine positions
or in jobs like mne that are nore headquarters
l evel .

But there are sone initiatives. We have

recogni zed for quite a while, and if we would | ook

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

682

at our preventive nedicine conmmunity, it is
certainly denonstrated quite well there that our
occupati on medi ci ne peopl e have not been invol ved
really with operational readiness. Qur billets were
created based on a civilian work force in shipyards
and avi ation depots and really did very little

di rect support of our fighting forces in the Marine
Corps and the Navy.

There is some novenent to devel op
operational contingency assignnents. W have a
couple of billets nowwith the Atlantic fleet as a
consultant | evel position hel ping the general
medi cal officers aboard ship, helping the industrial
hygi ene and safety people in their prograns. There
is talk at least, and I think this may happen of
positions at fleet hospitals, which depl oy overseas
for occupational nedicine specialists.

So I think you are going to see nore in
that way. | think it is really a survivability
i ssue for our specialty. 1In this era of downsi zing,
we are really | ooking at supporting the group out
there on the ships and with the fleet Marine force.

There is a new program it is a dual track

you may be interested in, for undersea, actually,
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hyperbaric nmedicine in occupational medicine. It is
run through Duke University, it is just starting.
And al t hough these people may primarily stay in the
undersea community, they are certainly going to be
part of the general occupational medicine comunity.
That programwill lead to board eligibility in
occupational nedicine but also training in
hyper bari cs.

| also mentioned we do have occupati onal
medi ci ne physicians who are working with the FMF in
preventive nmedicine roles. W have a physician who
went from a Navy shipyard in Philadel phia who is now
t he preventive nedicine officer for the Second
Mari ne Expeditionary Forces. Certainly, opportunity
for crossover. W have seen it over the years, and
| think you are going to see nore of it, again, in
this context of operational support.

That's all | have for comments. | would be
happy to take sonme questions.

DR. FLETCHER: Fletcher. | was very
interested in your coments on the heat stress
eval uati on, perhaps you m ght be extending this to
cold stress, hypotherma relative to the experience

that the Arnmy has had. | think this could really go
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into sone clinical --

COLONEL FLEM NG | probably neglected to
say that because we have a technical manual, for
instance, that is based on both heat and cold
injury. It is a prevention manual. We certainly in
our docunents have stressed it. To tell you the
truth, froma reporting standpoint, heat stress
injuries dwarf by a considerable anount cold
injuries received. O course we have concern about
under-reporting. But you are absolutely right,
include that in there.

LI EUTENANT COMMVANDER PARKI NSON: One of the
poi nts that you highlight, Garry, is, again, the
scope of our industrial operations in the mlitary.

And | am al ways struck, we | ooked pretty hard in a
previous life at the cadm um standard noti on and
what really was the data that OSHA went forth on on
cadmumas it relates to lung cancer and potenti al
contam nation with arsenic and the databases they
wer e | ooking at.

And it seens as if now, with the change in
the Adm nistration, and the need to | ook at the
downstream costs of regul ati ons based on, as al ways,

i nconpl ete science, that maybe at a | evel above DoD
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there is something to be said for establishing
sonet hing |i ke an occupational environnental health
Fram ngham cohort.

| mean we have nothing on a national |eve
that | ooks at, either |longitudinally prospective or
retrospective, industrial hygiene data put together
with health data, put together with medical foll ow
up. And through the medical follow up agency of the
VA it seens we have a trenmendous history of
occupational, environnmental, industrial hygiene
information that we could bring to bear for national
standards, where the data is really done on a cohort
of battery workers. |It's crazy. | nean we have got
mllions of workers in DoD who have been worKing
with these materi al s.

And | don't know if it is a place for the
board to think about or get involved, but this is a
national issue that, really, we could bring sone
things to bear on within DoD, because the scope of
our exposures is phenonenenal and nmuch better than a
conpany that NI OSH | ooks at to make a standard.
Just using it.

COVMMANDER RUDOLPH: Right, just phenonenal.

| agree.
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Thank you very nuch.

ACTI NG CHAI RMAN ASCHER: Yes. Thank you.

Col onel Zelnick. | would hope we have sone
nmore open discussion after all three presentations,
so there may be further general comments.

COLONEL ZELNI CK: Good norning. M nane is
Sandy Zelnick. | amthe chief of the Occupati onal
Medi ci ne Survey at Kelly Air Force Base. And I
woul d like to echo the comments of sone of ny
predecessors, that it is a pleasure to speak before
this morning, and I amgoing to give an overvi ew of
occupational health in the Air Force.

Let me have the next slide. Onh, do I click
it?

This is our paradigmfor occupational
surveillance in the Air Force. W basically have a
t eam concept, and you have heard a fair anopunt about
this already in other presentations. | would like
to say that at Kelly Air Force Base certainly, where
| have been for the past two and a half, three
years, this works. This works real well. | have a
very, very close relationship with my industrial
hygi eni st, by base B, as well as ny public health

of ficer.
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At the smaller bases where there is not an
occupati onal nedicine physician, that role will be
pl ayed by the, by either the aerospace nedicine
physi ci an who m ght be assigned there, or the flight
surgeon. At the larger bases, the air logistics
centers like Hill Air Force Base, where we are
currently located, will have an occupati ona
medi ci ne consul tant.

And as you can inmagi ne, nost of our, npst
of this entire efforts begins with surveillance of
t he work place, an organi zed nmedi cal nonitoring
program focused epidem ol ogi cal surveys, and
i ntervention where appropriate.

This is sort of a general overview slide of
the, what | call AFCORP, the Air Forces as a
corporation preventive health service, and the range
of issues which focus on preventive health. And
occupational health has, in this case, just a
relatively small portion of all these mmjor issues,
but what | would like to nention is that all of
t hese preventive nedicine activities here, from
about 2:00 o'clock to 6:00 o'clock, would apply to
t he occupational arena, can be described as

occupati onal health.
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| amtrying to nove this slide. There it
goes.

| am going to go ahead and di scuss sone of
the major initiatives that are done by sone of the
ot her groups that help support the occupati onal
medi ci ne effort, such as the environnental -- the
i ndustrial hygienists, the bio-environnental
engi neers. Sone of these initiatives were given to
me over the phone when | called in to Washi ngton and
some of the other MAJCOM s.

Specially at Air Force materiel command are
| ooki ng at the budgeting initiatives. They are
trying to determ ne what the cost is of conplying
with the various OSHA regul ations which we are
required to conply with. And that's, the mgjor
focus for that is being done over at Wi ght
Patterson Air Force Base in Ohio.

The bi o-environnental engineers are
probably the major focal point for devel opnment of
the AFOSH, the Air Force COccupational Safety and
Heal t h Standards. These standards will be revi ewed
by sonmeone |ike myself as well.

Sorry, what did | do wong? | was |eaning

on this. Thanks. No, that's not what | want to do.
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Okay. Okay, we are back in business.

And these are sone of the newer AFOSH
st andards whi ch have been pronul gated. We have a
new respiratory protection standard whi ch was
recently conpleted | ast year.

And one of the mmjor highlights of this
standard that | would like to bring to the attention
of the board is that we no |longer require routine
check X-rays or even annual physical exani nations in
order to determne the ability of a worker to wear
an industrial respirator.

We issue them a questionnaire which focuses
on maj or nedi cal problems which they m ght have. |
don't have a copy of that, but we deliver this
questionnaire, and any positives receive a screening
interview by an occupational physician. And we have
saved a |lot of lost time. W have kept a | ot of our
wor kers at work doing this. W have had no problens
with it whatsoever and it has worked out very, very
well. We have been doing this probably now for
about two years.

Ot her AFOSH standards. As you know, OSHA
is considering ergonom c and i ndoor air quality

standards. We are trying to devel op these things
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already within the Air Force occupational nedicine
community, as well as a conprehensive standard for
hospi tal enpl oyee health.

In terms of sone of the other preventive
medi ci ne i ssues which have been, which will have
i npact on nmy workers are the Air Force tobacco
reduction program initiatives to nake a snoke free
work place in the Air Force. This initiative is now
aline IG special interest item So when the |ine
| G goes out and inspects the bases, they are going
to be asking the |Iine commanders about their
conpliance with this initiative.

Substance abuse. This traditionally was a
personnel, a direct responsibility under our
personnel directorate and this is now being
transferred over fromthe personnel system over to
the nmental health community, who will be taking
ownership of this program.

You have heard from ot her presenters about
conprehensi ve wel Il ness centers. | won't bel abor
that point. We are trying to get that off the
ground in all of our Air Force facilities.

| would like to focus the majority of ny

tal k on the occupational nedicine initiatives,
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t hi ngs that occupational nedicine physicians do,
because that is what | am obviously nost fam liar
with.

Let me first tal k about personnel. W have
an occupational nedicine sort of core, or core group
of approximately 12 board certified occupational
physicians in the Air Force. Starting in 1990, we
began Air Force sponsorship of training in
occupati onal nedicine, which we hadn't done for many
years prior to that. W initially were training
four residents a year; we currently dropped that
down to approximtely -- not to approximately, to
exactly two residents in training per year.

Qur major needs are for the, our mmjor
needs are to supply occupational nedicine physicians
to these air logistic centers. Currently, as you
know, you are at Hill Air Force Base, this is one of
our air logistic centers. W have five in the Air
Force. | amat Kelly down in San Antonio. W have
ot hers at Warner Robbins, MClellan -- which one am
| m ssing? And Tinker. Thank you.

We have ot her bases in the Air Force
mat eri el command whi ch have mmj or occupati onal

medi cine needs as well. We would like to provide an

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

692

occupati onal nedicine physician as a consultant to
all of the major commands, as well as to provide
occupati onal nedicine expertise at the Arnstrong
Laboratories, the Occupational Environnental Health
Directorate over at OPHSA, the O fice of Preventive
Services Health Assistance -- the Ofice of
Preventive Services Health Assessnent, as well as at
Ai r Force headquarters.

| wanted to show, | didn't we were actually
going to be having a tour of Hill, | wanted to go
ahead and show a few slides of what we do at Kelly,
rather than to show a whol e bunch of wordy slides.
This is one of the T-38s that we service in the
aircraft directorate, and this shows one of our
wor kers doing electric work on the T-38.

| am very, very proud of sonme of these
initiatives that we are going to be tal king about
now. One of them was, one of the major initiatives
that | have been involved in for the past two and a
hal f years has been the devel opnent of a practicum
year in occupational nedicine for our residents who
are in aerospace nedicine training through the
School of Aerospace Medi ci ne.

Ri ght now we have 14 residents in training

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

693

i n aerospace nedicine and they have, we are applying
for approval for, approval of this occupational
medi ci ne practicumyear and this will graduate
approximately, as | nentioned, 14 residents per
year, making our programthe |argest occupationa
medi ci ne training programin the country.

And the goal of this program we noticed
that a lot of residents in aerospace nedici ne, when
they went out into the field, were not confortable
with some of the traditional occupational nedicine
i ssues that they would be faced with, and that |ed
to the formation of this third year occupati onal
medi ci ne practicum year.

And what we teach them they spend ei ght
weeks at Kelly, where | amintimately involved with
them and we teach them a great deal about fitness
for duty issues. They do fitness for duty
eval uations. They receive not only didactics, but
t hey confront a nunber of issues related to the ADA.

They evaluate disability retirenment applications.
They do the sanme thing for workers conpensation
claims. They participate in and are the direct
managers of occupational nedicine injuries and

illnesses, and they investigate a number of indoor
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air quality problens.

Part of our practicumyear also involves
experience with cooperating industries which we
al ready have rel ationships already set up with, and
| have listed them here. W have relations, we send
our third year residents in aerospace mnedicine off
to Exxon USA, Delta Airlines, Anerican Airlines.
They have rotations as well at the San Antonio
Metropolitan Health District, the State Health
Departnment for Texas. The Kelly rotation, as |
mentioned, is an ei ght week program at Kelly. They
al so have a two nonth rotation over at Wlford Hall
Medi cal Center, and they receive additional didactic
training at Arnstrong Laboratories, also in San
Ant oni o.

| would like to discuss sone of the
projects that our residents, third year residents in
aerospace nmedicine are conpleting for these mjor
i ndustries, because | think it is inportant for you
guys to have sone idea of the scope of what our
residents are doing.

They, one of our residents made fornal
recommendations for air crew surveillance to pl ague

i nfested ar eas. Thi s was done for American
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Airlines. For Anerican Airlines, as well as Delta
Airlines, this was a formal docunment which was nade
which they are currently using. Qur residents have
desi gned the cadm um surveill ance prograns for
American Airlines as well as Delta. Lead
surveillance for Anerican Airlines. Surveillance
prograns for our air crew radiation, dealing with
cosm c radiation exposure. This was an issue for
American Airlines, and our residents have worked on
that. As well as dealing with a variety of
consulting type work issues involving the Anmericans
Wth Disabilities Act for Anmerican Airlines.

Ot her initiatives are a two week programin
occupati onal nedicine that is going to be done
t hrough the School of Aerospace Medicine down in San
Antonio. This is specifically to train our flight
surgeons. | have just showed you a number of slides
where we were training our third year residents in
aer ospace nedi ci ne.

Now we are going to actually go ahead and
train our flight surgeons as well, so that at the
smal | er bases they have nore than just a rudi nentary
experience with occupational nedicine and they are

able to handle basic fitness for duty issues, basic
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i ssues of workers conpensation and so forth. And
this is going to start next nmonth, I wll be
| ecturing at that. | will be giving severa
presentations at that course. W are going to have
30 flight surgeons in our initial class and our
goal, our goal for their training is simlar to that
of the aerospace nedicine, the third year aerospace
medi ci ne residents, but |less detail. And this, we
are going to start off with flight surgeons where
there are no residents in aerospace, non- RAM bases,
where they are going to be, where they are either
currently assigned or will be assigned to pl aces
where there is not a resident in aerospace nedicine,
so they will be off by thenmselves. W would like to
get them sone training.

| am going to speak briefly about other
i nter-agency opportunities for people who are
currently in our bio-environmental health corps, as
wel | as our public health specialists. W have an
education with industries program where we send,
where we have, we currently have sent one resident
over to NIOSH. And these were sonme of the issues
that this resident, or fellow actually, is working

on.
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We sent one resident over to the CDC as an
EIS officer, and we have currently one resident
over, fellow over at EPA.

This is our corrosion control facility.

You saw the abrasive bead blasting facility here at
Hill. This slide doesn't really do this building
justice. This building is hunongous, okay, and it
can accommodate a C-5, okay. And we do blasting in
this facility on the C-5. It is the only facility
of its kind in the Air Force. And | would reconmend
that if ever you get a chance to visit at San

Ant oni o, we would be nore than happy to give a tour
for any nmenber of the board to show sone of these
facilities, because Kelly Air Force Base is truly

i mmense. Sone of the things that are done are there
are just incredible. And when you see a C-5 going
into this facility to do the same process that you
saw, it is just incredible, the whole.

This is in our engine directorate LP. You
saw t he | anding gear chem cal strip lines. This is
a chemcal strip line for aircraft engine parts and
this is a part of an F-100 engine, and it is being
currently lowered into a dip tank and we al so have a

conputeri zed chem cal cleaning operation simlar to
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what you saw for the | andi ng gear assenbly
yest er day.

| am going to nention a few words about
occupati onal diseases. As you know, they receive
various codes by OSHA. Most of our, what we
experience are disorders due to repetitive traunm,
or code 26 limt -- or rather leads the way in terns
of what we experience as occupational physicians in
the Air Force, in terns of the problens we have.

A few words about repetitive traum
illness. As you know, in the md-'80s there were
approxi mately 30,000 cases of carpal tunnel syndrone
reported. 1In 1992 that nunber junped to, as you can
read here, 281,000. And this, for the Air Force,
cal cul ates to about 60 percent of all of our
occupational illnesses. And this shows carpa
tunnel syndrone as a graphic presentation. These
are data collected by the Bureau of Labor Statistics
and, as showed in the earlier slide, the numbers
wer e about 30,000 here in the '80s, and it has
j umped now to 280, 000, now 300,000. It is really
sonet hi ng of an epidem c.

We have an occupational illness database

that is |ocated at Arnstrong Laboratories in San
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Antoni o and we currently have approxi mately 4,000
occupational illnesses in that database, and 63
percent of themare fromAir Force materiel command
bases |i ke Kelly and Tinker and here and so forth.

In fiscal year '93 these repetitive traum
injuries constituted the |argest nunber of our
cases. The majorities were at the |arger AFMC bases
i ke where you are currently |located and, as |
mentioned, the majority were OSHA code 26,
repetitive traunma.

In fiscal year '94, the reporting for
repetitive trauma, the larger Air Force materiel
conmmand bases, the reporting has been sonewhat down,
but it has been increased in sonme of the smaller
bases for repetitive trauma. The net reporting is
down from 1993. We can tal k about sone of the
i ssues why that m ght be.

This al so shows here for OSHA code 26 that
it is 47 percent of the occupational illnesses
reporting for the Air Force but about 60 percent for
the Air Force materiel conmmand.

And this is one of nmy last slides. As you
notice, | didn't show any data on occupati onal

injuries. Simlar to our illnesses, our ability to
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capture a lot of this data is not very good, and
that is what | amtrying to show here. This is for
years 1990 and '91 at Kelly, Lackland and Randol ph,
whi ch are bases in San Antonio. Qur illnesses that
are registering, conpared to the nunbers for which
conpensation cl ainms have been received, constitute,
we are only capturing a small percentage of clains
in our database conpared to actually clainms for

wor kers conpensation which are received, and that is
true for 1990 and 1991 at all these bases. That

m ght not be representative for the entire Air

Force, and we can tal k about why this is the case.
But the bottomline, what | amtrying to present, is
that we are not capturing our data terribly well for
occupational illnesses or injuries.

This shows a worker working in fina
assembly on the F-100 engine in the propul sion
directorate. And this is a slide of the C5. It is
incredible to see these things take off fromthe
ground and see them fixed at Kelly. They are |ike

flying nonstrosities or flying el ephants, that's

what they remind me. It is a pleasure to work
there. | have really enjoyed ny job the past three
years.
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And that is probably ny last slide, and |
w Il take any questions you may have.

DR. FLETCHER: Dr. Fletcher. You nentioned
ergonom cs. Wuld you expand briefly on that?

LI EUTENANT COLONEL ZELNI CK: Well,
ergonom ¢ consi derations refer to a nunmber of not
only repetitive trauma circunstances, but with
peopl e working in abnormal body positions, non-
neutral body positions, people exposed to vibration,
peopl e exposed to excessive forces in their work.
These are all ergonom c considerations. And there's
currently draft standards, as | understand, for
er gonom cs.

One of our bases recently was cited for not
havi ng a conmprehensive ergonom c program | believe
under the general duty clause of OSHA. W were not
actually fined but we were cited at one of the
bases. And this led to us considering that we
shoul d devel op an AFOSH standard for ergonom cs, and
that is currently what we are doing. That is
currently in draft.

DR. FLETCHER: | certainly agree with that.

| think this is sonething that M ke Parkinson has

done. W th exercise testing people, you really
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don't have their, applicable to the work place, what
they are actually doing. | think this will give you
a great deal of information if there is some way you
can really evaluate their working capacity at a
certain job, or as you descri be.

LI EUTENANT COLONEL ZELNICK: W th regard to
ergonom cs, | nyself have thought of a way to study
repetitive trauma injury in data processors, but |
haven't yet a found, | need the proper nunmber of
people in order to do the study and | don't have the
nunber at Kelly. But | amgoing to find the proper
pl ace sonewhere, if not in the Air Force, in one of
the other sister services, where | can get this
study off the ground.

DR. FLETCHER: Good.

ACTI NG CHAlI RMAN ASCHER: Did we hear
yesterday that one of the inspection or quality
control prograns here has voice recognition for data
entry, or did I msunderstand that?

LI EUTENANT COLONEL ZELNI CK: Not that |
know of .

ACTI NG CHAI RVMAN ASCHER: |Is that not the
case? That seens |like a rather interesting

approach. Was that true? That seens |ike a rather
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interesting approach to the issue of sitting there
punchi ng keyboards. You can talk, you m ght get a
sore throat or get hoarse but, you know, it is a
different injury.

LI EUTENANT COLONEL ZELNI CK: This rem nds
me of an investigation we did for repetitive traum
injury at the AF News Agency, the Air Force News
Agency. A nunber of the enployees there were com ng
down with overuse type problens, Dequervain, rule
out carpal tunnel syndrone. And they were sitting
there, lines of them wearing splints. And the
commander was very concerned about this, he thought
there m ght be an epidemc in his work place of
repetitive trauma problems, and he asked for us to
conme out and take a |l ook at the work site, which I
did with an ergonom st.

And the problens are daunting because nmany
of the devices which have been shown, many of the
devi ces which are currently used to quote "prevent”
repetitive trauma injury really haven't been
subj ected to organi zed, thorough investigation. And
to spend noney on sone of these things is a very
difficult thing for me to reconmend, things that

haven't been tried and true, when a work place my
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have 500 or a 1,000 workers to recommend, for
exanple, track ball mce, or a specific type of a
keyboard, things that haven't been proven to work.
It is a very difficult issue and it is an issue that
needs a great deal nore research.

ACTI NG CHAI RMAN ASCHER: Any nore genera
comments or questions?

(No response.)

ACTI NG CHAI RVMAN ASCHER: | would like to
thank all three services for this conprehensive
overvi ew and, particularly, the last one in
reference to your training program | thought that
was an excellent program | w sh you good luck in
keeping it going, and we m ght be able to say
sonmething if you becane at risk in sonme way.
Hopeful | y.

Let's do our break, and then we will be
back for Dr. Broone.

(Wher eupon, at 10:15 a.m a brief recess
was taken.)

ACTI NG CHAl RMAN ASCHER: As we start to
trickle off, anybody that has to | eave before we
conplete the discussion of the hepatitis vaccine

protocol, there is a draft sitting on top of ny
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conputer. There is a limted number, but anyone
could take it. It will | ook sonmewhat |ike the fina
and it is, | think, close enough for, we want to
circulate it to everyone on the board, but if you
have to | eave the room-- go and circulate it now,
that's fine.

| f you have to | eave the room that's we
t hi nk respectabl e enough to take hone and show your
friends, if you have to |l eave. Your Surgeons
General, they are your friends.

And now we followup with a recent
tradition which we think is really useful, that
board menmbers, in this case this year two, present
things of their interest to the group. And we | ead
off with Dr. Broonme tal king about two hot areas from
t he perspective of CDC.

DR. BROOME: Thanks, Dr. Ascher. |
appreciate the opportunity to present in these
ar eas.

What | woul d propose to do is give a pretty
brief overview, and particularly wth hantavirus,
many of you nmay be famliar with the material, but |
t hought it would be inportant sort of for everybody

to have at | east the background information, and
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then | would really like to spend nost of the tine
t aki ng questions, which I will answer to the best of
my ability.

Starting with hantavirus, many of you are
well aware that in May of 1993 there was an
unexpl ai ned cluster of severe, acute, respiratory
di stress syndronme cases in previously health adults,
primarily Native Anericans, and this all occurred in
the Four Corners area in the Southwest.

An investigation was undertaken by the
I ndi an Health Service, the involved tribes, and the
four states in the Four Corners area, and CDC was
invited to assist in the investigation.

Sanpl es were obtained, and had been
obt ai ned from a nunber of the cases which were sent
to CDC on June 1st. And serologic testing indicated
a connection to hantaviruses, which | think was
really a surprise to everybody considering the
clinical picture and what we knew about
hant avi ruses.

But in fact further testing using PCR and
usi ng i mmunohi stochem stry confirmed that
hant avi ruses were in fact involved as the causative

agents in this outbreak, and al so showed that we
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wer e dealing, based on the sequence data from PCR
with a new hantavirus, which really | ooked to be a
separate species fromthe Seoul and Hantan viruses
t hat had been extensively worked with previously.

| think it is inportant to note that the
sequencing identification was conpletely dependent
on the inportant work that had been done previously
by the mlitary and particularly the sequenci ng work
of Joel Dalrynple and Connie Schmal jahn were really
crucial to being able to have this rapid
identification of the new hantavirus.

Now, further studies have been, of course,
focused on the rodent popul ation as the nost likely
vector based on our historical know edge of the
epi dem ol ogy of hantaviruses, and, in fact, 30
percent of rodents trapped in the area had
hant avi rus anti bodi es and so the studies by PCR
showed that in fact they had the sane virus as the
patient isol ates.

Now, once we had the diagnostic capability
to identify hantavirus pul nonary syndrome, it was
possible to | ook for cases in other areas. And, in
fact, by July the first case had been recogni zed

outside the range of the deer nouse
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per onmysucusnmani cul atus, which was the presuned
primary vector in the Four Corners area. And 47
hant avi rus pul nonary syndrome patients have been
identified in 1993.

We went ahead to provide reconbi nant
antigen for ELISA testing and get additional states
trained for the diagnosis. And as you can see on
the next slide, there has identification of cases on
an ongoi ng basis. This just |ooks at both the
survivors in the yellow and the fatal cases in the
bl ue identified throughout 1993 and 1994.

There has al so been the potential for
identifying cases retrospectively, so this slide
does not show the 18 additional cases with onset
before 1992 that have been identified.

Now, where are these cases coming fron? As
you can see, we have had cases right up through
February of '95 that have been identified. Now, the
geographic location of the cases is shown in this
slide, and the vast mpjority of cases have in fact
come fromthe Four Corners area and there have been
a substantial number from California, which Dr.
Ascher can probably tell us nore about.

But | would call your attention to several
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cases that have occurred outside of the known range
of the deer nouse, including Rhode Island, Florida
and Loui siana, raising the issue of what in fact is
the vector in these particular cases, and there
wasn't any known cl ear-cut exposure in areas of the
known vector range.

The work is proceeding in terns of |ooking
at the exposures of the patients and possible
contact with rodents in those areas.

Now, the cases that have been identified to
dat e have been about evenly distributed by sex, 55
percent of male. O interest, the age range is from
11 to 69 years. There has only been one case
identified in a child. Si xty-four percent of cases
have been white, 34 percent Anerican |Indian, 2
percent Bl ack, 9 percent Hispanic ethnicity. Case
fatality rate overall has been 54 percent. The case
fatality rate in 1994 is closer to 40 percent,
however, clearly, still, a very severe di sease and
there is no major drop in that. Although there was
a major search for mlder cases of illness in the
Four Corners area during the outbreak
i nvestigations, we really did not identify many

cases of mlder asynptomatic infection. So our
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understanding to date is that the human illness is
really quite severe in nost cases.

Now, as with the traditional hantaviruses,
this may well be a problemfor the mlitary, and I
just wanted to |l et you know about a retrospective
i nvestigation of a group of National Guard fol ks who
were out on maneuvers at Canp WIllians here in U ah

There were two cases with really typical clinica
presentation for hantavirus pul nonary syndrone. And
one of the cases in fact was fatal and died in July
1987. A case was di agnosed this past year by
i mmunohi st orochem stry and the other case survived
and was di agnosed by serol ogy.

The guard had been working on sone road
clearing activities and there is sonme further effort
to investigate exactly what happened with that
out br eak.

Now, there is a | ot of unanswered questions
with regard to hantavirus and a nunber of
i nvestigators around the country are trying to
clarify, first of all, how many hantaviruses are
involved with the clinical illness and what is the
geographic distribution, how does that correspond

with the distribution in rodent and ot her ani nal

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

711

popul ati ons?

Of note, by serologic testing, we have
| ooked at over 26,000 small mammals. There is about
5 percent positivity overall in the rodents we have
| ooked at, 3 percent in carnivores, which are
donestic cats basically, and a scattering in other
areas. But | think not surprisingly to people who
under st and hantavi rus epi dem ol ogy, there is likely
to be substantial rodent positivity.

The serol ogic test does not distinguish
bet ween different species, so further work will be
necessary to clarify what the ecology is in the
di fferent species and geographic areas. There is
still obvious issues in trying to inprove our
ability to culture hantaviruses. The high
proportion of infected rodents and the relatively
smal | nunber of clinical cases requires sone further
explanation in terns of when are humans at increased
risk for transm ssion of disease and how should we
approach the problem

What does control rodent popul ation
fluctuations and infection, and questions of
pat hogenesi s and the explanation for the limted

nunmber of pediatric cases?

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

712

And that was what | was going to do as an
overvi ew for the hantavirus.

Let me just say a few words about BCG and
t hen just take questions on either in the interests
of time. | actually, I didn't pick these topics, by
the way. M ke Peterson asked for updates on these
topics. So | amnot, | have tried to sort of give a
general overview, but there may be sonme nore
specific areas of interest.

BCG has been a relatively hot topic in the
| ast two years. As you know, the Advisory Conmttee
on I mmuni zation Practices at CDC nakes
recommendati ons for vaccine uses for the civilian
popul ation, and in a joint statement with the
Advi sory Commttee for Elimnation of Tubercul osis,
they had issued in 1988 a statenent on utilization
of BCG for the United States which had very
restricted indications for the use of the vaccine.

However, in the |ast few years, you are all
very famliar with the fact that we have had a
nunmber of outbreaks of nulti-drug-resistant
tubercul osis, resistant to isoniazid and refanpin in
hospitals and prison settings, particularly in New

York and M am . The out breaks have invol ved
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patients, health care workers, correctional facility
enpl oyees and i nmates. And, as you may or may not
be aware, the case fatality rates have very high, in
the order of 60 to 80 percent.

Now, nost of the patients who have died
have been known to be HI V-positive, but not all.
And, clearly, our ability to control nulti-drug-
resi stant tubercul osis has proved a real challenge
to the health care system

Because the usual nethods for control of
tubercul osis may or may not be as satisfactory for
mul ti-drug-resistant TB, specifically the use of
chemoprophal axsis of infected persons, the question
reemerged as to whether BCG could have a role in
controlling outbreaks in the setting of nulti-drug-
resi stance.

And we conm ssioned, we had a contract with
Grahanme Colditz and his coll eagues at the Harvard
School of Public Health to do another neta-analysis
of the clinical trials and the observational studies
t hat have been done to | ook at BCG efficacy.

They reviewed the published and unpublished
literature with collaboration of WHO and a nunber of

i nvestigators to assess quality of studies, and
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ultimately selected 14 clinical trials and 12 case
control studies of BCG efficacy. Using a random
effects regression nodel to statistically analyze
the data, they estimted the overall protective
effect of BCG vacci ne agai nst tuberculosis to be 51
percent, with a | ower 95 percent CI of 30 percent in
the clinical trials and 49 percent in the case
control studies.

The result, the summary results of the
met a- anal ysis were published in JAMA. Rodriguez et
al. had al so done a neta-anal ysis around the sane
time with simlar findings. The efficacy does
appear to be substantially greater in children and
agai nst neningeal and mliary disease probably being
on the order of 85 percent efficacy.

The data are very sparse for protection in
persons who were vaccinated not in infancy, but at
ei t her adol escence or adult age, so that there is
definitely a paucity of studies which address that
particul ar question, which is really the one of nost
rel evance to the health care worker question.

So, in response to these recent data and
recent concerns, the ACIP, together with the

Advi sory Committee on Elimnation of Tubercul osis,
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and also in consultation with the Hospital Infection
Control Practices Advisory Commttee, are re-issuing
a BCG statenment which should be out fairly soon. It
enphasi zes strongly that the use of BCG shoul d not
be the primary strategy for controlling TB in the
United States. They should continue to rely on
early detection and treatnent of patients with
active, comuni cable TB, the preventive therapy of
i nfected individuals, and prevention of nosocomn al
transm ssion through the range of nethods that are
wel | accepted and shown to prevent nosocom a
transm ssi on.

However, they do raise the possibility that
BCG vaccination nmay contribute to control of TB in
limted circunstances. Specifically, there is a
recommendation to use it for infants and chil dren
with negative tuberculin tests who have inti mte and
prol onged exposure to patients with persistently
i nfectious pul nonary TB who cannot be renoved from
t he source of exposure or placed on |long-term
preventive therapy, or infants and children
continuously exposed to TB patients with nulti-drug-
resistant vacilli, including the resistance to

i soniazid and rifanpin who cannot be renmpved from
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t he source of exposure.

Secondly, individual health care workers,
in settings where a high proportion of MIB isol ates
are resistant to isoniazid and rifanpin, and there
is strong likelihood of transm ssion and infection
with such drug-resistant organi sns, and where
conprehensi ve infection control precautions have not
been successful, nmay be considered for the use of
BCG

BCG vaccination is not recomended for
health care workers in |low risk settings, or for
Hl V-infected children or adults in the United
St at es.

So this, obviously, is intended to be a
cautious statenent that does not encourage
wi despread of BCG, but | think does offer it as a
consideration in selective very high risk settings
for MDR TB transm ssi on.

So |l will stop there and I will be happy to
answer any questi ons.

DR. GWALTNEY: What is the information on
hantavirus in terns of how long it has been around
and is it increasing and incidence and that kind of

t hi ng?
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DR. BROOVE: Well, we obviously are
constrained by the quality of the surveillance. As
| have indicated, we have | ooked retrospectively,
using the diagnostic tools, and the earliest case |
am aware of is '55, but there nay be earlier ones.
It is nostly a matter of people renmenbering a
particul ar case that clinically |ooked Iike it and
for which tissue are still available and, obviously,
this outbreak in '87 was detected retrospectively.

In terms of secular trends, | showed the
epi -curve to sort of give a sense that clearly there
was a cluster of cases around the Four Corners
epidem c. There were fewer cases diagnosed in '94,
but there have continued to be cases up through the
past nonth of, if you will, sporadi c hantavirus
infection. And | think we are trying to | ook at
various studies that would give you nore systematic
ability to estimte secular trends. But a |ot of
that won't be clear until diagnostics are avail able
and people think of the diagnosis and eval uate
whet her or not hantavirus may be causing an epi sode
of ARDS.

ACTI NG CHAI RMAN ASCHER: Thanks for the

invitation to say a few things. Maybe of coupl e of
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our recent anecdotes would fill in a couple of these
points. A fascinating history of our four npst
recent cases, not in tinme, but in terms of our

di agnosi s.

One individual worked in the Lee Vining
area, which is the northern end of the Eastern
Sierra, which is sort of the range of this disease,
the northern end of this disease. He worked in,
lived in one | ocation and worked in another, both
for Southern California Edison and had rodents in
both sites, his home and his work site. By
mol ecul ar epi dem ol ogy, the rodent from his honme had
exactly the sanme virus as he did, and the rodent at
his other work site did not. So we were able to
actually show what rodent gave himthe thing. And
that is about the only role for testing of rodents
we can figure out at this point in tinme, because
they are everywhere and they are all positive.

Anot her case in an isolated setting, a
pl ace cal |l ed Deep Springs College. Many of you may
know about it, it is a very fanmous school, a | ot of
wel | known people went there. It is a small
college, it is a ranch, and everybody who goes there

transfers to Harvard or Yale. It is an interesting
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program They have had about 2,000 peopl e through
there in the last 20 years and everyone knows of one
person in that period of time that has died of a
| ook-alike illness and she was positive from 1984,
the ranch manager's wife. And so that is sort of
the estimated | evel of risk. Extraordinarily | ow.

Back to the occupational nmedicine side, the
i ssue of the very first day here, and the
present ati ons about when you change soneone's risk
group from an exposure situation. L.A Power and
Water, after the earthquake, had a man wor ki ng on
t he aqueduct. At the southern end of this range, he
hurt hinself and was transferred to cl eaning out
rodent -i nfested buil di ngs.

Now, they had a protection programin
pl ace. They had workers who were doing it
conpletely covered, but he was transferred to this
programwi th no protection and died. This one is
not yet in the courts.

There is, as far as | know, no mlitary
evi dence of infection yet. There are in California
about six cases that if you | ooked at clinically,
you woul d say this has to be this syndrone,

absolutely classical story. One was a Naval avi ator
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fromthe mddle of the state. That one is in court.
| think this is the first court case about the
i ssue of mal practice, when soneone hits the ER, one
day has a headache and a little fever, conmes back
t he next day, collapses in front of you and lives
about four hours. The famly gets upset. It | ooks
like the first test case of this issue of practice
is going to occur in the Navy. Interesting.
That is basically the only comments | had.
It is a fun story and it is all anecdotal but it is

beginning to assenble itself into a reasonable

pi cture.

COLONEL O DONNELL: This is an easy
guestion. Does the virus kill the nm ce?

DR. BROOME: M understanding is generally
not .

ACTI NG CHAI RVAN ASCHER: J.B. Childs would
say that the infected mce are bigger and nore
vigorous. It is either the chicken or the egg. It
appears when they bloom there is nore infection.
But the fatter the nouse, the higher the sero-
preval ence | believe.

Yeah. Go ahead. Sorry.

DR. POLAND: In the very early spring of
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93 | was at the European Congress of Infectious

Di sease and we heard several addresses from various
i nfectious di sease experts throughout Europe on this
weird di sease none of us had ever heard of before,
hantavirus. So there had in fact been a nunber of
recent outbreaks throughout Europe, and | think one
was even in Finland. | amnot sure. | take a tiny
bit of pride in that, because at the next ACIP
neeting | happened to eat lunch with Loui se Chapman
Larry Schoenberger and nentioned the possibility of
these weird cases, could they be hantavirus? |
don't know that's what tipped it. | amsure it is
not .

Have t hey done sero-preval ence studi es down
in the Four Corners area? You said they | ooked for
cases that m ght have been mld. | didn't know if
t hat was anong people who had presented to the ER or
sonet hing. But have they actually done sero-
preval ence studies?

DR. BROOVE: The overall sero-preval ence
has been about .2 percent.

DR. POLAND: Really | ow.

DR. BROOVE: So it is pretty |ow.

ACTI NG CHAI RMAN BROQOVE: Hundr eds of
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forestry workers, hundreds of respiratory disease,
in a parent illness at the tine.

DR. POLAND: Just one other question for
you, Claire. |Is there any reason to suspect that
BCG efficacy would be different for MDR TB? It has
never been tested.

DR. BROOMVE: Well, since we don't really
know what the protective antigen is, there isn't
really any basis for answering that. | think, given
that your alternative prevention is antibiotics, |
think I would think that, you know, BCG, it is at
| east a working presunption that it would have a
simlar |evel of efficacy, whatever that is, for the
MDR strains.

ACTI NG CHAI RVAN ASCHER: Back to Dr.
Gwnal t ney's question for a second. At the New Mexico
-- Summary meeting, somebody asked a question of the
Navaj o epi dem ol ogy people, what is the historical
know edge of this disease? And they said absolutely
clearly that the influenza years worl dwi de were a
hant avirus year in the desert southwest, and there
was al ways this feeling that that I|ndian popul ation
had nore severe flu, and there was sone genetic

susceptibility.
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It turned out it was a bloom for rodents
and they had probably a hantavirus year. And the
guy said, but even nore convincingly, the 1935 year
was a big rodent bl oom and they had absolutely this
syndronme, very well known. And they figured it out.

They have a lot of little rules in a culture. |If a
mouse touches your clothing, your burn it.

VO CE: The nouse or the clothing?

ACTI NG CHAI RMAN ASCHER: Yeah, right. The
clothing. |If soneone dies in a house, you don't re-
inhabit it. | mean it is interesting, and their
whol e religious system says that nouse and man are
two maj or players and they should not overlap. And
t hey are probably right.

Yes.

CAPTAIN TRUWP: You had alluded to
occupati onal exposures to rodents. Based on the
hantavirus information to date, any discussion about
any uni que recomendati ons for workers? The
particul ar question we have had asked is whet her
there is sero-preval ence studies or, you know, sero-
surveill ance woul d be of benefit in the work place?

DR. BROOVE: Well, | think, you know, in

general, the recommendati ons that have been made
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have been to try to mnim ze the contact between
rodents and people, whether that be occupational or
whet her it be residential or whatever.

The issue of tracking by sero-preval ence is
probl emati c because of the low |l evels of human sero-
preval ence. So at this point, you know, we haven't
made any recommendati ons for that kind of
noni tori ng.

ACTI NG CHAI RVAN ASCHER: As Monty Pyt hon
used to say, "And now for sonething conpletely
different." W are going to go ahead with the
hepatitis discussion if it is all right, Barbara.

We are on tinme | think at this point.

| am going to crank up the conmputer on the
overhead display and ask Dr. Wl fe to review what we
have witten so far. And you can | ook on the screen
and you can nake any conments, and we can change it
inreal tinme. | think.

VO CE: Isn't that fun.

DR. POLAND: Don't let it touch your
cl ot hi ng.

DR. WOLFE: These prelimnary
recommendati ons were drawn up late last night. W

had an earlier neeting with sone of the people in
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t he di sease control group, and then we retired to
Dr. Ascher's very plush accommodati ons, | nust say.

Posh, as Col onel Leitch would say. And drew these
up for your deliberations.

This was based on the questions posed by
Dr. Joseph that you saw yesterday in your packet,
whi ch they want to pull out. |In response to your
request for recommendati ons regarding the use of the
newly |icensed hepatitis-A vaccine on mlitary
personnel, the board reviewed data on clinical
trials at its recent neeting and provi des the
foll ow ng concl usi ons.

Now, we started out by giving sonme of the
background before we got into reconmmendati ons.
Hepatitis-A vaccine is safe and efficaci ous and
offers certain distinct advantages over i mmune
gl obulin for prevention of hepatitis-A.  Subeadi ng,
recently experienced shortages of |G can can be
expected to continue for the foreseeable future, and
t he vacci ne produces longer |asting active inmunity.

| imagine there's sone other things one can
mention, but we felt that these were really the
hi ghli ghts of what the advantages were of vacci ne of

i mmune gl obulin without having to go into any great
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det ai | .

The cost of the vaccine is higher than I G
but vaccine nmay be nore cost effective. \Where are
we? The cost of vaccine is higher than | G but
vacci ne may be nore cost effective depending on risk
and | ogical factors. And that gets to sone of the
poi nts that we were tal ki ng about yesterday, being
able to have people pre-inmnized before they go on
an i nmedi ate maneuver sonewhere or i medi ate travel
overseas was being one of the major advantages of
vacci ne, and, of course, not having to repeat it
frequently is the other advantage, plus the
expected, the lack of availability of sufficient
i mmune globulin. And, in fact, the cost of inmune
gl obulin nmay well go up because of the PRC test --
PCR testing that they have to do.

Concurrent use of the vaccine with other
vaccines used in mlitary personnel has no
recogni zed problens. That was well defined
yesterday. And, indeed, a conbination hepatitis-A
and B vaccine will be cost effective and desirable,
and that is a goal that we would hope to be able to
integrate hepatitis-A and B vacci nes together.

In outbreak situations, I1Gis the treatnent
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of choice. That is strong enphasized by the ACIP
recommendations. |[If, and they also state, if
providing |long-term protection is desirable, vaccine
may be given sinultaneously. But it is pretty nmuch
redundant at a tinme of an outbreak to give both
i mmune gl obulin, which is going to give you your
i mmedi ate protection, and to give vaccine, which is
not going to give you i nmedi ate protection, but
perhaps in sone situations if long-term protection
is considered desirable, it can be given.

Then we get into our reconmendati ons.
Based on these findings, use of hepatitis-A vaccine
in mlitary personnel is recommended. Speci al
priority can be given to use in the follow ng groups
in descending order: deployed forces and dependents
currently assigned to geographic areas with known
ri sks; deployable forces active in reserve follow ng
alert -- what is that? -- levels ranking; famly
menbers assigned abroad to high risk areas,
follow ng travel recomendati ons of the
manuf acturer. They nmention nost -- well, all of the
devel opi ng worl d yesterday was nentioned. One could
get very specific if you had to, in terns of whether

they need it for certain areas of the devel oping
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world like major cities.

Food handl ers and day care workers. This
is somewhat controversial, as we di scussed
yesterday, and we felt that the mlitary should have
the option of protecting their food handl ers.
Certainly, the mlitary, direct mlitary food
handl ers, civil service people who probably could be
accommodated in this group, |eaving out the
McDonal d's and Taco Bell who really aren't enployed
by the governnent, unless they could also, if it was
felt that it was necessary to integrate theminto
t he program

| G should be given with -- this is out. |
must say this surprised me when | got in this
nmorni ng. When this was put to bed and I went to bed
| ast night, that statenment was not in there. And we
felt that it is alittle too specific at this point
to recommend |G for certain very specific
situations. Plus the fact that if we are trying to
get away fromIG it is a mstake at this point |
t hi nk to make any enphasis on including it with the
vacci ne, but the option there if it seems to
indicate it to use IGat the first tinme when vaccine

is given.

CAPI TAL HI LL REPORTI NG, | NC.
(202) 466- 9500



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

729

Certainly, in ny practice, is sonmebody is
going to cone in tonmorrow when | have the vaccine,
and is going to be going to deepest, darkest Africa
for three weeks, and he is not going to be protected
fromthe vaccine two weeks, | am going to suggest to
hi mthat he al so take globulin, assum ng that we
have gl obulin avail abl e.

Use of the vaccine in dependents, including
children, should follow ACI P recommendati ons which
will be issued in the near future. This is a bit of
a punt because they really don't have definitive
recommendations for children. It is a big question
that | think has to be addressed and which | think
further thought will have to be given to. The sane
t hi ng about whether children in school should get
it. The question was asked should young adults get
it, and I think these need further attention.

This is another controversial area, the
screening, and it certainly may generate sone
di scussion. W felt we wanted to say sonething
about screening. If it can be cost effective, if an
i nexpensive test can be done, and certainly if it
can be integrated into the H'V screening, the

addi ti onal cost should not be very nmuch, and if you
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can elimnate 30 percent of the population that is
going to get the vacci ne above age 30, for instance,
at an inexpensive cost of testing, at least in that
age group it would be cost effective. It is
probably not terribly cost effective to pre-screen
recruits at age 18 who naybe 8-10 percent at the
nmost are going to be positive.

So screening to detect pre-existing
immunity could be cost effective if conbined with
annual HI'V screening of deployable personnel at the
start of the program

ACTI NG CHAI RMAN ASCHER: The option was
suggested to that to that phrase.

DR. WOLFE: Studies to determ ne the val ue
of screening of new unit nenbers and recruits on an
ongoi ng basis -- is not recomended?

VO CES: |s recomrended.

DR. WOLFE: |Is recomended. Ckay.

ACTI NG CHAI RMAN ASCHER: It can go either
way. We need a consensus on that one.

DR. WOLFE: Okay. So that is sonething to
be di scussed.

We felt that we should nention that Mark

wi Il be having another vaccine. |[If they can show
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that a single dose of vaccine is equivalent to the
two, the basic series, the single dose plus a
booster of the Smth-Klein, I think we would want to
reeval uate the recommendati ons and concei vably want
to use a different vaccine.

So that is the statenent as it is and we
throw it open now to discussion. Dennis.

DR. PERROTTA: Actually, just two brief
editorial comments. It seemed |ike one of the major
[imtations that we faced, and your commttee faced,
was the limted data, especially for cost
effectiveness. So in the first sentence, | would
recommend "The board reviewed avail able data.” That
may be redundant.

DR. WOLFE: Okay. Yeah.

DR. PERROTTA: And a question for the
physicians in the group to determ ne. On the
section that says, "In outbreak situations, 1Gis
the treatnent of choice.” 1Is IGtruly treatnment or
is it prophalactic neasure? O is that really an
i mportant point?

DR. WOLFE: | can | ook and see how the ACIP
phrases that. There was another ACIP -- did you

have it?
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Well, I'I'l check that.

DR. PERROTTA: It is just that 1Gis not
used to treat hepatitis-A outbreaks.

DR. WOLFE: Ri ght.

ACTI NG CHAlI RMAN ASCHER: Preventive
measure.

DR. WOLFE: Preventive neasure. Okay.

DR. PERROTTA: Absolutely.

DR. WOLFE: Okay. Fine. Fine.

DR. PERROTTA: Thank you.

DR. WOLFE: Okay. Greg.

DR. POLAND: These are small editorial
coments. Under the very first part, where you talk
about the advantages of hepatitis-A, | would just
make those bullets. But because the known direct
cost and acquisition cost are expected to
substantially increase, | would put that in there.

VOCE: O 1G?

DR. POLAND: Yeah, of IG So put as maybe
your second bullet, the cost, acquisition costs of
| G are expected to substantially increase.

DR. WOLFE: Okay. Put it in after that.
Ckay.

DR. POLAND: Then on the next bullet --
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DR. WOLFE: Expected acquisition --

DR. POLAND: Are expected to substantially

i ncrease.

DR. WOLFE: We don't know if it going to
really be substantial. Anybody want to comrent on
t hat ?

DR. POLAND: Just say expected to increase.

DR. WOLFE: To increase, yeah.

DR. POLAND: Then the next bullet, | guess
| would like to get across the point that |G doesn't
produce any active immunity, it is all passive. But
maybe saying sonething |ike a vaccine produces |ong
| asting, and | don't know if we want to put
sonething in there |like some tinme frame or possibly
l'ifelong or maybe just |leave it as long | asting.

DR. WOLFE: | don't think we can say nore
much than three or four years at this point.

DR. POLAND: Okay. Long lasting.

DR. WOLFE: That's why we said, | put the
termin "longer" rather than "long." "Long"
suggests that we know for sure that it is going to
be four years or nore. At this point we only know
it is four years. It is longer than |G

DR. POLAND: Okay.
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DR. WOLFE: That's why that term was used.

DR. POLAND: Okay.

ACTI NG CHAI RMAN ASCHER: That al so, you
i ke that one?

MR. POLAND: That's fine. And then the
next sentence, where it says "the cost of vaccine,"”
you m ght say "the cost of vaccine is currently
hi gher.” 1t may not be the case.

DR. WOLFE: Oh, | can't see that inmmune
globulin is going to approxi mte $33 a dose at any
time. | nean this can't go up that nuch

ACTI NG CHAI RVAN ASCHER: We al so have a
written contract here on price. It is binding.

DR. POLAND: So naybe we know that.

ACTI NG CHAI RMAN ASCHER: $32.59 -- or
$82.59, | am not sure.

DR. WOLFE: $32.59.

ACTI NG CHAI RMAN ASCHER: $32.59.

VO CE: |Is that series or dose?

DR. WOLFE: That is single dose.

DR. POLAND: And then one |ast small thing
under the concurrent use paragraph. \Where it says -
- we passed it. Concurrent use of the vaccine with

ot her vacci nes.
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DR. WOLFE: Yeah, right.

DR. POLAND: It would be, maybe say "has no
recogni zed adverse effects.”™ There are in fact a
host of | ogistical problens with making the vaccine.

DR. WOLFE: Okay. Well, by adverse effects
nmeans side effects. We are also tal king about it
doesn't interfere --

DR. POLAND: Wth imunity.

DR. WOLFE: Wth the inmmunity. So adverse
may be a little too specific there for what we are
trying to say.

DR. BROOME: But, also, | nean with the
possi bl e exception of hepatitis-B, | certainly
haven't seen data that would be anywhere close to
sufficient to say whether or not there was
interference with many of the vacci nes they woul d be
getting at the sanme tine.

VO CE: It hasn't been studied.

DR. BROOMVE: Yeabh.

DR. WOLFE: Well, there were |imted
studi es done, but we don't know nmuch nmore, | mean
you guys are giving six or eight or ten vacci nes at
a time wthout being too concerned about bl ockage of

i mmunity, and that has been going on as |ong as
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t here have been vaccines that the Arnmy has been
usi ng.

DR. POLAND: That's why | |ike the word
"recogni zed." | nean --

DR. WOLFE: Okay. Anybody, everybody happy
with the word "adverse"” or is there sonme other word
we can use?

COLONEL TOMLINSON: | think that some
statenment could be nade concerning interference with
ot her vaccines, | think that's what --

DR. WOLFE: Adverse effects, or

interference -- shall we say "or interference"?
ACTI NG CHAI RMAN ASCHER: | |ike that.
LI EUTENANT COLONEL FALKENHEI MER: | woul d

suggest that you m ght also add "based on very
limted data” or sonmething to that effect.

DR. WOLFE: Interference with immunity. |
mean "interference" by itself doesn't mean nuch.

DR. POLAND: Yes.

DR. WOLFE: "Interference with" or
"devel oping immunity." "Devel opnment of inmunity"?
Interference with i mune response i s good.

DR. BROOME: | think that has to have

"based on very limted data" included.
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DR. POLAND: That's a good, honest way to
put it.

DR. WOLFE: Based on the limted avail able
dat a?

But, | nmean, Claire, historically, | nean
what we know about all other vaccine conbi nations,
whet her they have been well studied or not, the
policy and the --

DR. BROOVE: No, | understand that. | just
think that if we are going on record with a
recommendation, | would |ike to be clear about what
data we have seen and what we haven't.

ACTI NG CHAI RMAN ASCHER: Appears to have --
| mean, based on the limted avail able data. W are
just making an observati on.

DR. WOLFE: Okay. Yeah, | like that.

Yes.

DR. GWALTNEY: The cl ause that went out, |
think is something that may cone up, and | feel |ike
we shoul d give sone guidance. And that is also
related to another issue. Up at the beginning we
say "safe and efficacious.” | wonder if we want to
put in there that it, |I nmean it really is highly

efficaci ous by vacci ne standards. Do we want to put
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in there that is, well, better than 95 percent
protection after two does, and around 75 percent
protection rate after two weeks to 15 days?

DR. WOLFE: Well, it is about 85 percent,
85 to 88 after two weeks.

DR. GWALTNEY: Because that is relevant to
t he question of deploynent, so that, | mean that
phrase you took out, you could say, "1G could be
given with vaccine at the time of deploynent if
i nadequate time is available to devel op active
immunity."” Well, one dose of vaccine appears to
confer inmmunity to nobst vaccinees within two weeks.

| do think that that may come up. And
wi t hout sone gui dance, people will not be able to
make i nformed judgnents.

COLONEL TOMLI NSON: | think that would be
excell ent and extrenely val uable to have that.

DR. WOLFE: ACIP does | believe include
t hat caveat, that you m ght want to give inmune
gl obulin at the first.

DR. GWALTNEY: | was going to say, M ke,
say "could be given" instead of "should be given."

ACTI NG CHAI RVAN ASCHER: | like that.

DR. WOLFE: Bill, do you want to coment on
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t hat ?

COLONEL BANCROFT: | think that one of the
nost i nportant advantages of the vaccine is
over |l ooked here at the beginning, and that is the
conveni ence of scheduling the use of vacci ne and not
having to give it just before deployment. And I
don't think that there is any advantage to putting
in any recomendation on the use of vaccine and IG
simul taneously for two reasons. It will be terribly
confusing at the tine of deploynment. And, secondly,
we know from studies done in Israel that 1G given at
the sanme tine of vaccine |owers the immune response
to the vaccine. And so | think we need to highlight
the fact that this vaccine will allow conveni ent
schedul i ng before deploynents and avoid this | ast
m nut e urgency.

DR. GWALTNEY: Well, Bill, do you think you
should put in there then that it does confer
inmmunity within two weeks to a substantial portion?

| mean soneone that doesn't know about the vacci ne,
doesn't know that fromreading this docunment.

COLONEL BANCROFT: | think that a comment
to that effect would be constructive.

DR. WOLFE: Right. Let's get this
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statenment in before we take another questi on.

ACTI NG CHAI RMAN ASCHER:  \Whi ch?

DR. WOLFE: This, another bullet that --
how woul d we phrase that, the conveni ence of
adm ni stration or can be preplanned or what?

COLONEL BANCROFT: The schedul e for
adm ni stration can be -- can be --

VOCE: 1Is not tied to tinme of deploynent.

COLONEL BANCROFT: Is not tied to the time
of deployment. That's good.

LI EUTENANT COLONEL PARKI NSON: And wil |
significantly enhance readi ness.

ACTI NG CHAI RMAN ASCHER: That's true.

LI EUTENANT COLONEL PARKI NSON: That's
right.

VO CE: That's right. People who are
sitting immuni zed, they are ready.

LI EUTENANT COLONEL PARKI NSON: They are
ready to go.

DR. WOLFE: Now, at this point we can nmaybe
put in a caveat that it nust be enphasized that
protection can not be expected for two weeks after
adm ni stration of the vaccine.

ACTI NG CHAI RMAN ASCHER: That's what you
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want to add at the end of this one, Jack? A two
week comment here?

DR. POLAND: | think we had better be
car ef ul

DR. WOLFE: | think we should put it up
t here where, under those bullets right here. No,
further up. Where we just put in a statenent.
Somewher e there.

DR. POLAND: Marty, | think we ought to be
careful with saying two weeks. That may be true in
sone fraction, but the data presented that make us
have that 80 percent nunber in mnd are data that
are a manufacturer's assay. They haven't been
correlated with neutralizer titer. And, in fact, we
know of cases that have occurred as long as 21 days
after receipt of the vaccine. So, | think we ought
to --

DR. WOLFE: Well, even at four weeks, you
have got only 99 percent only. | nean that is very
good, but you have still got one out of hundred
peopl e who are not going to be protected.

DR. POLAND: Right. | am speaking
particularly about making it sound like, well, if

you give you the vaccine, you are honme free after
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two weeks.

DR. WOLFE: Well, do we want to put
anything in as a caveat that one can not expect
i medi ate protection, sonething to that effect?

ACTI NG CHAI RVAN ASCHER: Can we say
adequate time, parentheses, (two to four weeks)?

DR. GWALTNEY: | can see the situation
devel opi ng when there are going to be people
depl oyed who have not been vaccinated, and | think
wi t hout sonmething like that in there, there is a
much better chance they will end up getting inmmne
gl obulin than getting vacci ne, which seens to ne,
fromthe data we have at this point, the two week
protection rates are pretty good.

DR. WOLFE: Well, 85 percent. | wouldn't
consi der that too good for thousands of nen going at
one time into --

DR. POLAND: No, no, no, no. That 80
percent figure is not an efficacy rate. That is --

DR. WOLFE: Sero-positive.

DR. POLAND: ~-- an inmmuno-genicity rate
based on an assay that we don't have anything to
compare to.

ACTI NG CHAI RVAN ASCHER: Ri ght.
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DR. WOLFE: Do you have a suggested
statement that we could make?

ACTI NG CHAI RVAN ASCHER: Put two to three
weeks.

DR. POLAND: | think we have given them an
adequate frame work there.

DR. GWALTNEY: Well, what would you say
about the question of deploynment of individuals who
have not been immuni zed? W have not said anything
about that.

DR. WOLFE: Well, that would be, that is

comng here. |If we put that statenment back in.
CAPTAIN TRUMP: | am not sure how nmuch you
should worry about this. | mean with our

depl oynents now, with straight MRE's for the first
several weeks of deploynent, with taking bottled
water in country, | mean the imediate period is
probably one of the |lower risk periods.

VO CE: That's what | thought.

CAPTAIN TRUMP: They go in very well
controlled. I think it is the longer termas, you
know, the operation spreads out, that you are going
to have to start worrying about protection, and |

think the vaccine is going to do that.
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DR. WOLFE: And if we take the statenent
out, it will be less confusing I think

ACTI NG CHAI RVAN ASCHER: Bill has got to be
t he one who nakes it operational at sone |evel, and
if he doesn't like it, | don't like to have it in
t here.

DR. WOLFE: Anybody opposed to taking this
out? Take it out.

ACTI NG CHAI RMAN ASCHER: The | ast sentence
we didn't get to -- yes, we did, | amsorry. OCkay.

DR. WOLFE: M ke.

ACTI NG CHAI RMAN ASCHER: Do you want to
debate which way you want to go with this way? Do
you want to know about it or whether you want to
recommend it?

LI EUTENANT COLONEL PARKI NSON: | would vote
to keep it there to recommend studies. | think we
need to |l ook that. The cost effectiveness is very
dependent on your rate.

But two points. One of the areas that is
very valuable to us from AFEB is the AFEB' s read of
exi sting data when the ACIP does not go as far as
perhaps the mlitary m ght need for hel pful

gui dance. And that's why | would like to put in the
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first section, where we tal k about the efficacy,
sone statenent about the current evidence suggests
that the vaccine is effective for at |east four
years. Because we get questions all the tinme from
the field about booster doses.

And then, simlarly, in the final sentence
you coul d say that ongoing review of efficacy wll
be part of the process of |ooking at new vacci nes.
But sone periodicity or statenment about periodicity
woul d be effective up front.

The other point is in this paragraph on --

DR. WOLFE: Excuse ne, Mke. Let's address
this one point. Vaccine produces |onger lasting and
active inmmunity.

LI EUTENANT COLONEL PARKI NSON: Ri ght .

DR. WOLFE: Does that satisfy you, up to
four years?

LI EUTENANT COLONEL PARKI NSON: That | think
i's good.

DR. BROOME: | think it should be at |east
four years.

LI EUTENANT COLONEL PARKI NSON: At |east up
to four years, right.

DR. WOLFE: Okay. At |east four years.
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LI EUTENANT COLONEL PARKI NSON: And as we
see nore data, we can amend that. Right.

Then, Dr. Ascher, in the |ast paragraph --
second to | ast paragraph, when you tal k about
i nking screening with HI'V, just a small edit. That
is you mght just drop the word "annual." All the
services have different periodicity for their HV
screeni ng prograns.

COLONEL BANCROFT: | would like to make a
suggestion on this too. | would suggest we change
the wording there to screening to detect pre-
existing imunity may be cost effective in units
with high anti body preval ence, and not try to tie it
to any existing screening program | think that
should be left up to the services to decide how they
m ght do that and which units m ght be screened.

The reason being that there may, the reason
for screening is to detect those groups of people
who have preval ence of hepatitis-A anti body.

DR. WOLFE: Maybe that should be put in.
Hi gh preval ence doesn't --

LI EUTENANT COLONEL PARKI NSON: Right, high
preval ence.

DR. WOLFE: Hi gh preval ence of antibody to
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hepatitis-A.

COLONEL BANCROFT: And that links it to age
and | ength of service.

LI EUTENANT COLONEL PARKI NSON: Ri ght.

COLONEL BANCROFT: And we don't want to
confuse hepatitis-Awith HV in the m nds of anyone.

LI EUTENANT COLONEL PARKI NSON: Ri ght .
Agree, agree.

ACTI NG CHAI RMAN ASCHER: Sone peopl e know
t he thought of how you m ght acconplish that but
that is not our business. Each service will have
their own way.

COLONEL BANCROFT: Ri ght .

LI EUTENANT COLONEL PARKI NSON: Likew se,
the other sentence that you m ght review, while
interesting, | don't think it speaks directly to a
health affairs reconmendati on, and that is the one
about ideally it could be combined with A and B
vacci ne. It is true, but | amnot sure that it
speaks to what this is really supposed to be
speaki ng to.

DR. WOLFE: Well, | think, our intent here
| think was to nake the vacci ne appear even nore

strong relative to IG and that in the future it
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shoul d be possible to integrate the two, both of
whi ch are considered inportant by the mlitary. W
just thought that strengthened the case for the
vacci ne sonmewhat .

ACTI NG CHAlI RMAN ASCHER: It's alittle
editorial but it is something that you want to be --

COLONEL BANCROFT: It may be a little
presunptuous to say it would be cost effective. It
may be cost effective. And it may be desirable. W
certainly are going to investigate such a product.

DR. WOLFE: The product would be a conbi ned
vaccine, like a neningitis A and C, rather than two
separate vaccines given at the same tinme, is that
correct? | mean this is the goal?

COLONEL BANCROFT: That is the goal.

DR. WOLFE: And that's what we are talking
about here, is a combined vaccine with one needl e.

Yes.

ACTI NG CHAI RVAN ASCHER: We | eave that in?

COLONEL BANCROFT:  Yes.

LI EUTENANT COLONEL ZELNI CK: | don't know
if this the forumfor this, but | have a nunber of
enpl oyees that | send worl dw de doi ng DoD gover nment

busi ness, to the third world, handling governnment
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contracts, and would be exposed to many of the sane
sorts of environnents as listed here. And | wonder,
| see here, you know, wordage about depl oyed forces
and dependents. Should there be sonme sort of

st at enment about DoD enpl oyees on gover nnent

busi ness?

DR. WOLFE: That's the group | nentioned,
M ke, last night, TDY type people, | very
specifically nentioned that, should we include TDY
type people, that is what he is tal ki ng about.

ACTI NG CHAI RVAN ASCHER: Ri ght.

DR. WOLFE: Civilians.

ACTI NG CHAI RMAN ASCHER: That got lost in
the I G discussion, but the phrase was |G can be
considered an alternative short-term one-tine
travel ers.

LI EUTENANT COLONEL ZELNI CK: What about the
peopl e who routinely go on governnent --

DR. WOLFE: Well, we can add that group.
mean that's basically what | see in nmy practice, and
that is basically what the State Departnent has a
| ot of, is TDY people.

LI EUTENANT COLONEL ZELNICK: That is what |

amtrying to get at.
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COLONEL BANCROFT: Make it as broad a
st atenent as possi bl e.

ACTI NG CHAI RMAN ASCHER: Routinely, nore
t han once?

DR. WOLFE: Yeah. | nean do you know how
many of those people would go on a once in a
lifetime trip as opposed to those who would go on
multiple trips? |Is the great majority going on
multiple trips? So that in that case, we don't even
have to bring in I G for that group.

LI EUTENANT COLONEL ZELNICK: Right. We
have identified -- people who going --

THE REPORTER: Could you cone back to the
m ke, sir? Conme back to the m ke.

LI EUTENANT COLONEL ZELNICK: At Kelly we

have people who routinely go on these sorts of

trips. It is a bit problematic in that they usually
show up the day before they are ready to roll, if we
catch them and we are working on that. But we do

have people who are identified as routine travelers,
"1l put it that way.

DR. WOLFE: Yeah, | recognize that. |
t hi nk we shoul d include that.

ACTI NG CHAI RMVAN ASCHER:  You |i ke that.
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DR. WOLFE: No, | don't think that is the
point. The point is to include further up, when we
are tal king about dependents living overseas, to pop
this group in, TDY travelers, frequent TDY travelers
| think is the point.

ACTI NG CHAI RMAN ASCHER:  You can make it a
group.

DR. WOLFE: Probably after this, right in
her e.

ACTI NG CHAI RMAN ASCHER: Ri ght.

COLONEL TOMLI NSON: How about famly
menbers or DoD beneficiary?

LI EUTENANT COLONEL ZELNICK: Well, if we
can incorporate them here with famly nmenbers, it
woul d save --

LI EUTENANT COLONEL PARKI NSON: Yeah, put it
in there. Famly nenbers and DoD civilians assigned
abr oad.

DR. WOLFE: You want to put it up here,

M ke? Famly nmenbers and DoD dependents -- | nean -

DR. GWALTNEY: Civilians.
LI EUTENANT COLONEL PARKI NSON: Assi gned

abroad or with frequent travel to high risk areas.
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Assi gned abroad or with frequent travel to.

ACTI NG CHAI RMAN ASCHER: Toget her ?

LI EUTENANT COLONEL PARKI NSON: Recurrent
travel .

ACTI NG CHAI RMAN ASCHER: Yeah, whatever.
That covers its.

CAPTAIN TRUMP: \While we are on that one,
would like to bring up the question about follow ng
t he recommendati ons of the manufacturer as the
requi renment there. | nmean we have a popul ation that
we have had assigned overseas and traveling overseas
for a long period of tinme. | amnot sure we want
to, you know, be tied into what is in the package
insert for -- whether they are going to Korea,
whet her they should get the vacci ne.

DR. WOLFE: Well, originally that is very
inclusive. | nmean it even nentions as specific as
certain Caribbean Islands.

CAPTAIN TRUMP: The way | am | ooking at it
is whether, with our mlitary popul ati on and
famlies, we can be exclusive, where there is no
i ndi cati on, based on the experience of our people
living in those areas, that even though the country

may be considered high risk, that the environnent
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they are in, the bases they are living on actually
pout themat a low risk, and there is no indication
for immune gl obulin or vaccine.

DR. WOLFE: | would have to argue that
point fromny personal experience and that is you
have got sonebody on a mlitary base in Germany who
takes a trip to Southern Europe or North Africa.
You have got people living on a mlitary base where
everything is controlled, and they go out into the
community to eat. It is just analogous to malaria.

The Air Force years ago had malaria cases in
Turkey. There is no problem on the base where they
controlled it very well, but when people went off
t he base, they weren't taking prophayl axsis, that's
how t hey got exposed to nal ari a.

So | never feel secure that sonebody |iving
on a base is free of --

CAPTAIN TRUMP: Well, we have people |iving
in Sicily, in Naples, Italy, you know, for three
year tours.

DR. WOLFE: | woul d give gamma gl obulin,
would give it in those places. They are eating
shel Il fish out of the Mediterranean.

CAPTAI N TRUMP: But we don't. We don't,
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and we don't see hepatitis-A.

DR. WOLFE: We do.

DR. POLAND: A tiny thing up in the first
bull et there. Assigned to geographic areas with
known high risk, to nmake it conpatible with the
ot hers. Everybody goes to an area that is of known
risk. It is the high risk that we are worried
about .

DR. WOLFE: That is a hard thing to
guantitate. What is high risk and what is risk in a
particul ar country?

DR. POLAND: Well, the bullets foll ow ng
t hat speak to high risk areas.

DR. WOLFE: Known high risk.

DR. POLAND: See, you have in third bullet,
hi gh ri sk areas.

DR. WOLFE: Okay. So if we put geographic
areas with known high risk

DR. POLAND: Ckay.

DR. WOLFE: | amsorry. | didn't want to
gl oss over that last point. |Is there sonething
further you want to change?

ACTI NG CHAI RMAN ASCHER: Can we dunp this,

can we dunp this guy? Follow ng the manufacture, it
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is pretty clear that is --

COLONEL BANCROFT:  Yes.

DR. WOLFE: Well, you can say CDC.

CAPTAIN TRUMP: Well, we have our own
organi zation and I am not sure we need to be, you
know, tied in to nmaking reconmmendati ons when we have
years of experience in those areas with know ng what
the disease risk is for our popul ati ons.

LI EUTENANT COLONEL PARKINSON: | think it
is better, particularly because ACIP is not out yet.
ACTI NG CHAI RMAN ASCHER: So is it

consi stent now, geographic areas, high risk?

We didn't get any objection on the food
handl ers?

LI EUTENANT COLONEL PARKI NSON: I would Iet
Ben Di ni ega make a comment here.

COLONEL DI NI EGA: | have a comment, on the
first bullet, for the -- for use. W have, our
mlitary forces are assigned to overseas areas, or
t hey get depl oyed, but their hone base, |ike at Fort
Bragg, they get deployed and they cone back. So I
woul d reconmmend that first bullet be changed to
reflect that, and say mlitary personnel, mlitary

forces depl oyed or assigned to geographic areas with
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known high risk. And drop the dependents, because
you are covering that in the third bullet.

LI EUTENANT COLONEL PARKI NSON: Just say in
t he second bullet, the deployed and depl oyabl e
forces.

DR. WOLFE: That's what we had initially,
didn't we, deployed and depl oyable forces?

COLONEL DI NI EGA: A depl oyed force on a
technical basis is hone based ACONUS, when they go
and they cone back. And then we have people in
Korea who are assigned there for a period of two
years.

LI EUTENANT COLONEL PARKINSON: Oh, | see.

COLONEL DINITEGA: So if we say mlitary
forces assigned --

LI EUTENANT COLONEL PARKI NSON:  And
depl oyed.

COLONEL DI NI EGA:  -- or deployed to
geographi c areas with known high ri sk.

ACTI NG CHAI RMAN ASCHER: | got it. That's
good.

DR. POLAND: So you could take out
"currently" too then.

COLONEL DI NI EGA: Right, you can take out
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“current."

And in the second bullet, the only problem
| have with that is the alert level for reserves is
done on a different nmethodol ogy than alert |evels
for active duty. | nmean the nunber one alert force
in the reserve may not go until all the active duty,
or nost of the active duty is deployed. So there's
different alert levels for the active duty and the
reserve forces.

So, you know, what | am saying, the nunber
one alert force on active duty is not the sanme as
t he nunber one alert force in the reserves.

DR. WOLFE: (Inaudible) first active
reserve.

ACTI NG CHAI RVAN ASCHER: | don't think so.

Reservists, a lot of the guys get on the first
boat .

LI EUTENANT COLONEL PARKI NSON: Yeah, |
think that's, in this total force concept, that's
hard to say, that phrase.

COLONEL BANCROFT: | would leave that up to
t he Servi ces.

ACTI NG CHAI RVAN ASCHER: Ri ght . It's a

true point.
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COLONEL BANCROFT: That says it, doesn't
it, follow ng ranking, whether they are reserve or
active.

COLONEL O DONNELL: Why don't you just take
out active and reserve.

COLONEL BANCROFT: Well, they shoul dn't
overl ook the reserve.

DR. WOLFE: Yes.

LI EUTENANT COLONEL PARKI NSON: \What is the
ACI P going to say, we tal ked about food handlers,
but what is the ACIP going to say on day care
wor ker s?

DR. WOLFE: | would have to |ook at it
because, as | recall, it was a controversial --

LI EUTENANT COLONEL PARKI NSON: We get a | ot
of questions on this issue.

DR. BROOME: | think it is outbreak zones.

COLONEL BANCROFT: Yeah, they don't say
that they are in increased occupational risk.

LI EUTENANT COLONEL PARKI NSON: Okay. Then
| would say that we basically strike that, because
that will be, that inmmediately will get all sorts of
red flags all over DoD that every honme day care

provi der, of which we have thousands, and ot hers,
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and many of whom are already i nmune by the way,
because of themare foreign, at least in the Air
Force, are foreign born spouses of active duty
menbers who have a high preval ence of inmmunity
anyway.

And the food handl er issue, you m ght want
to put in the food handler as it relates to depl oyed
forces, to narrow that a little bit nore.

ACTI NG CHAI RMAN ASCHER: That is covered as
depl oyed forces.

LI EUTENANT COLONEL PARKI NSON: Well, it is
not clear in that bullet that that is a subset of
depl oyed forces.

DR. WOLFE: \hat, the food handlers? |
think, Bill brought up the point that he believes
that a lot of the hepatitis occurs in between
depl oynents in this country and that food handl ers
woul d be, at |east theoretically, one of the high
ri sk situations for outbreaks here or at any
mlitary base.

LI EUTENANT COLONEL PARKI NSON: Would this
be, would this apply --

DR. WOLFE: That was the reason to put that
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LI EUTENANT COLONEL PARKI NSON: | guess ny
concern is, the questions that we are going to get
is, okay, that means that the Burger King at
Bet hesda Naval Base and those enpl oyees on that
base, should they be inmmunized? | nean that
rati onale --

DR. WOLFE: Well, that's a tough questi on,
we tal ked about that.

CAPTAIN TRUWMP: | would hesitate to put
that in there without doing a cost effectiveness
analysis like we did with the bigger question.

DR. WOLFE: Well, isn't that up to you guys
to decide which food handlers you give it to. W
are just telling you that food handl ers shoul d get
it.

LI EUTENANT COLONEL PARKI NSON: Well, the
problemis once this is codified as a piece of paper
that starts circulating, food handlers wthout
qual ification or day care workers w thout
qualification, or justification in that bullet as to
why in the mlitary and not el sewhere, it raises
nore questions than we have the data to answer.

COLONEL BANCROFT: Couldn't we just strike

it? In a way, if you went to total immunization of
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the force, then you are protecting the diners.

LI EUTENANT COLONEL PARKI NSON: Ri ght. And
ironically, the food handlers that we ran into
problems with in nost of deploynents, we don't have
control over because they are foreign born workers.

| mean the outbreaks we had in the Gulf were not
active duty.

ACTI NG CHAI RMAN ASCHER: We are getting --
we are going to stop and finish this neeting in
executive session.

DR. GWALTNEY: Why don't we take that one
t hing out though? | nean | can see that is creating
maj or problens in ternms of --

LI EUTENANT COLONEL JONES: Could you sinply
state that that is a consideration that deserves
further consideration? It would have to be put in
consi derati on.

LI EUTENANT COLONEL PARKI NSON: | woul d
await entirely ACIP guidance and interpretation of
t hat .

DR. WOLFE: Well, if you want to put down
here, use of the vaccine in dependents, including
children, and food handl ers and day care workers

should follow the ACIP recommendati ons.
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LI EUTENANT COLONEL PARKINSON: | think that
woul d be accept abl e.

DR. FLETCHER: Maybe | m ssed this. What
about health care workers? Did we decide just to
elimnate thenf

COLONEL BANCROFT: Health care workers are
al so not considered high priority risk for
hepatitis-A.

LI EUTENANT COLONEL PARKI NSON: They are not
even referenced in the ACIP either.

COLONEL BANCROFT: One other comrent you
m ght nake as a last bullet here would be as a
recommendation the total force. It would be the
| owest priority perhaps, but | think it would --
made a statenment endorsing the eventual total force
i mruni zati on.

ACTI NG CHAI RMAN ASCHER: It's | ast
priority, we may not get to it this year. But at
| east it authorizes the concept.

COLONEL BANCROFT:  Yes.

ACTI NG CHAI RVAN ASCHER: All of the forces?

COLONEL BANCROFT: Yeah, whatever.

ACTI NG CHAI RMAN ASCHER: Okay. We have got

to go on to Dr. Hansen. We will have a chance to go
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over this alittle bit nmore in the next few
meeti ngs.

Thank you very nuch.

DR. HANSEN: | am pleased to bring to you a
report fromthe Injury Work Goup that has net now
twice. First, | would like to acknow edge the
tremendous efforts of Lieutenant Col onel Bruce Jones
who has spearheaded this effort for the board for a
nunmber of years, not just recently, but certainly
has brought our efforts to fruition.

We nmet in the Maryland area and then again
for a full day this week. And this week included a
nunmber of outside experts in the area of injury
prevention. And | think we nade sone trenmendous
progress on behalf of the board. | would like to
ki nd of give you a picture of where we are today,
because you are going to be receiving faxes, mail,
messages, that will require board response.

First of all, we nade a decision to proceed
to making a formal report fromthe board to the
Departnment of Defense, Assistant Secretary for
Health. And the reason we decided to go forward is,
al though we are all unconfortable with the

conpl eteness of the data that we have, we felt there
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is so nmuch evidence that injury is a major problem
particularly in training, but at all |levels of the
mlitary, that it deserves to be increased inits
intensity of scrutiny by the higher levels of the
mlitary adm ni stration.

So we have tentatively entitled the

proposed report "Injuries in the MIlitary:

Surveill ance, Research and Prevention." And have
concluded that it will be based sinply on the data
that we currently have available, though it will go

on to point out sone of the areas of database
i nprovenents needed or data anal yses needed.

We t hought of a nunmber of different ways of
organi zing the report, but the conclusion of the
group was to organi ze around the various databases
that are avail able that provide evidence on injury.

To | ook at each database fromthe standpoint of the
information it conveys on injury. And the databases
that will be reviewed are the casualty office deaths
dat abase; the safety center unintentional injury
fatalities database; the hospital medical records
system which | nmentioned earlier has primarily been
used in the past for adm nistrative decision making;

the disability agency physical evaluation board
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reports; outpatient records, although there is no
systematic set of outpatient records. This wll
include principally research studies, medical
research reports that have been devel oped over the

| ast few years, and those reports are generally very
targeted, very specific, but will be useful for this
report.

And finally, deploynent surveillance
systenms which are principally useful for producing
denom nator information where that is otherw se
m ssi ng.

The questions that will be addressed to
each subgroup, and around each of those five
dat abases we have subgroup created of two to four
peopl e, each of those databases will be queried or
information stated concerning the follow ng
guesti ons.

The first is how big is the probl em of
injuries relative to, for exanple, other causes of
morbidity or nortality, broken down for each of the
services? And when you say how big is the problem
one death is obviously a big problem Are three
sprains equal to one death? Well, that's, when we

got into tal king about how you neasure the magnitude
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of a problem we decided that at this stage we ought
to be reporting it with an eye toward the cost and
the potential for prevention.

So the problem s size will be assessed in
terms of its incidence, the days of limted or non-
duty tinme, any disability or conpensation which
resulted fromthe injury, or results fromthe
injury, and other markers of inpact on readi ness and
on resources.

Now, in this case, in each case the issue
cane up, what should the conparison group be?
Should it be 18 to 23 year old males who run a
m ni nrum of five mal es day, conpared to our training
group? And in each case, it |ooks |ike different
conpari son groups will be needed, and nobst of those
are not available to us at this time. So the report
will not be at the level of a final research report,
but will rather comment on the status as we
currently know it. And in the case of conparison
groups, point to needs for conparable information
el sewher e.

The second set of questions are what are
t he nost inportant types of injuries and which of

those injuries has the greatest inmpact on readi ness
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or on manpower? Sone of the categories being
reviewed include fractures, stress fractures,
sprains, dislocations, head injuries, back injuries
and others, and each of those wll be | ooked at in
turn, in ternms of the incidence of the particular
injury, the days of limted duty, again, the

di sability, and conpensati on and ot her aspects of

r eadi ness.

Thirdly, what are the nobst inportant causes
of injuries? And then the question conmes to how you
judge inportance. The injuries that we revi ewed
fell into a nunber of categories, vigorous physical
training and operational activities being anong the
areas where significant preventive efforts could be
di rect ed.

Sports and athletics, which proves to be
the source of many injuries in the mlitary. Motor
vehicle accidents. And it was reinforced that the
seat belt efforts have made a difference, but that
nationally, as well as in the mlitary, this is an
area that is declining in its severity but is still
a concern. Falls and junps.

Fourthly, what works to prevent injuries

that are identified in this database? Now, it is
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clear that very little has actually been done in the
way of direct prevention studies, but it is the
intention of the drafters of this report to include
t hose systematic studies or experinents that have
been done, where sone kind of preventive neasure was
initiated.

One of the exanples provided to us was the
devel opnent of the parachute junper's boot brace.
And there are others where at |east the inpact of
prevention, or potential prevention, can be pointed
to through these prototype studies.

Fifth, what are the strengths of the
dat abases and what are their weaknesses? In the
process of visiting these data, it is inpossible not
to ask questions and discover that the question
can't be answered with the current state of the
dat abase. And so it will be part of our witing to
try to identify where the answer to a question is
either difficult or inpossible to obtain, and where
it would be inportant to work further to inprove it.

It certainly will be a guess on the part of
the board as to what portion of injuries can be
prevent ed, at what cost for the prevention effort,

and at what savings due to the prevention, but at
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this stage, such estimtes can not be done in
concrete and will have to be done with just best
guesses and best estimates.

Finally, recomendations will be nmade
concerning the uses of various databases for
surveill ance purposes. Sonme of them were not
created for that purpose but can possibly be refined
or bent towards such a purpose.

W will try to put forth at |east sone
begi nni ng suggestions for prevention strategies and
prograns, although we view that as a |longer term
effort.

We will raise sone questions about focuses
for future research in the area of injury
prevention. A nunber of areas that will be
consi dered, though not necessarily included in this
report, are conparisons between conbat and non-
conmbat injuries, sonme of these data com ng fromthe
dat a devel oped during Desert Storm Conpari sons of
acute injuries versus chronic stress injuries.

Those that include on -- that occur on or off duty.
Those which require hospitalization versus those
whi ch are handl ed on an outpatient basis. And it is

certainly clear that the vast majority of injuries
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are not hospitalized and still result in a
tremendous loss to the mlitary.

Sex differences in injury rates will be
cited and sone tables included, particularly where
those differences appear to require redress.

There will be also a focus on the issue of
training injuries versus operations injuries, and
this came directly out of some of the concerns about
the intensity of the training period and the fact
that so many injuries do seemto occur during that.

Causes are going to be the nost difficult
thing to get at. One of our experts pointed out
that there are the intrinsic causes related to the
i ndi vi dual hinmsel f, perhaps his or her genetic
status or what he brings as he arrives in the
mlitary. And extrinsic causes, which m ght be the
boots or it mght be the terrain on which running
t akes place or whatever. So nuch of the causal
information will not be present at this stage in the
report.

There will be sonme review of the potenti al
for prevention, but that too really relates to
causal inferences.

And sonetines there will be issues of
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coding. And | nentioned earlier the issue of

al coholismor sinply alcohol involvenent in
injuries, and the problem of being sure that the
injury is coded in a way that cause can ultimtely
be discerned. As the database currently exists,
nost of these databases, cause will be difficult to
get fromthe present records.

We have five subgroups and we have set for
oursel ves perhaps the shortest time course, other
than your little conputing, editing here today, of
any group. We expect in one nonth for each of the
subgroups to submt five to ten pages of text and
five to ten figures or tables relating to the
anal ysis of their particul ar database.

The follow ng nonth, those pieces will be
edited, anmplified and altered such as to nake a
draft docunment. And we hope to have to the board,

t he AFEB board, a first full draft docunent around
the end of April. The intensity time line is
related to budgeting decisions that will be com ng
up and the inmportance of bringing injury and injury
prevention up to the higher |level of attention in
the Assistant Secretary for Health DoD s office.

We hope within a nonth after we submt the
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draft to you that we will have a final version. So
when you receive it, however, by fax or FedEx, |
urge you not to put it on your back burner, but to
give it that half-hour or hour of attention and get
it back to us so that we can produce at | east a
reasonabl e docunent by the end of WMay.

Are there any questions? Yes.

DR. BROOVE: Are you planning to include
injuries related to viol ence?

DR. HANSEN: Vi ol ence has certainly been
mentioned and is part of the databases that will be
reviewed, particularly in the casualty and death
dat abase. M recollection, though we did not see it
these two neetings, but saw it rather in a previous
presentation to the board, is that the mlitary
i nci dence of violence is not in fact excessive
conpared to the public, or non-mlitary, and, if
anything, is surprisingly lowrelative to the
avai lability of guns and all. So it probably wll
not take a high level of priority, though it wll
certainly be nentioned in the context.

| think the mlitary's goal is to focus on
t hose aspects that are mlitary-specific or that the

mlitary environment can intervene in, or that the
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mlitary environnment has caused.

Yes.

DR. FLETCHER: \What about self-inflicted or
suicide, is that inplied here?

DR. HANSEN: Suicide is broken out as well
in the casualty data.

DR. PERROTTA: As a nenber of the group
that is going to be |ooking at the casualty and
death data, we will ook at the avail able
information for hom cide and suicide, the two
vi ol ence categories, so we are going to be
interested in that. And it m ght be, indeed, that
that is a worthwhile point to nake, what Barbara was
saying, that the rates conpared to the nation are
low. | nmean that may be the finding that we would
enphasi ze.

LI EUTENANT COLONEL JONES: Also, | think it
is worth noting that Dr. Ken Powell fromthe
Viol ence Division of the National Center for Injury
Prevention is on the conmttee, so | amsure it wll
get sonme attention.

DR. HANSEN: Yes.

COLONEL DI NI EGA: That was a good questi on.

I think, were you alluding to famly environnents
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nore than to deaths from hom ci des?

DR. BROOVE: Well, the category of violent
injury really includes hom cide, suicide, donestic,
you know.

COLONEL DI NI EGA: That is probably a
dat abase that was not considered in the
del i berations on Wednesday. And in the Arny at
| east, the database is avail able through the famly
advocacy personnel, and | can get together with
Bruce to give hima nane, if the work group wants to
i ncl ude that data.

DR. HANSEN: Okay.

ACTI NG CHAI RMAN HANSEN: Unfortunately, Dr.
Gnal tney | eft but he, as you know, nade sone
comments that he thought the board should say
sonet hi ng about the adenovirus vaccine. And in one
of the breaks, we wote a very short paragraph which
we will run by Dr. Kuller and others. | just want
to show it to you to see if there are any real
problenms with it at this point. And Jack is going
to work on it further, but he had to | eave.

LI EUTENANT COLONEL JONES: Before we go on,
Dr. Ascher, | think there is one other inportant

announcenent regarding the injury work group that
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Dr. Hansen would like to make.

ACTI NG CHAl RMAN ASCHER: Sorry.

LI EUTENANT COLONEL JONES: It is just an
oversight. Sorry.

DR. HANSEN:. Bruce very carefully gave ne
this piece of paper that was behind ny other papers,
so | apol ogi ze. We have expanded the mlitary
liaisons to the injury work group and they will
i nclude Captain Brodine and Li eutenant Commander
Shaffer fromthe Navy, Lieutenant Commander Zel nick
and Major Grayson fromthe Air Force, and of course
we have Lieutenant Col onel Jones and anot her person
fromthe Army. And we all viewed it as extrenely
inportant for the major mlitary branches to be part
and parcel of the devel opnent of this report.

ACTI NG CHAI RVAN ASCHER: And for the
information of the rest of the group, it is | think
t he consensus of the day here is that we don't
really have an executive session to discuss anything
particularly controversial in the absence of
everyone in the room So we will just go right from
this little discussion into the |ast of the business
items and then we will close when we cl ose.

We will open the floor for coments, of
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course, of anything. And if there is a
recommendation to close the roomto have a
di scussion, that is also fine.

DR. WOLFE: Are we going to hand out a
revision of this hepatitis-A docunent?

ACTI NG CHAI RVAN ASCHER: If we could
arrange that, that's a very good suggesti on.

Woul d you be able to print that in the next
few mnutes if we mll around smartly?

SERGEANT HARRI S:  Yes, sir.

COLONEL TOMLINSON: | would like to conment
on that because, at sone point, maybe before it is
published. | think if this is the appropriate tine,
on the hepatitis-A recommendati on.

ACTI NG CHAlI RMAN ASCHER: Do you want to see
it again?

COLONEL TOMLINSON: No. | can state it |
t hi nk.

DR. WOLFE: This is not final.

COLONEL TOMLI NSON: That's okay.

DR. WOLFE: This handout, | think this has
got to be run by Dr. Kuller and --

ACTI NG CHAlI RMAN ASCHER: Ever ybody.

DR. WOLFE: -- sent to you or the acting
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head of the --

ACTI NG CHAI RVAN ASCHER: It will go through
your office.

COLONEL TOWLI NSON: All right. But I would
i ke for the other services to hear this, and that
was that | agree with Col onel Bancroft, that the
great value of this vaccine is that it can be given
at a nore leisurely time. However, | see a great
value of this vaccine in that it can be given very
shortly before deploynent, and I think that's where
we are going to save a |lot of noney, where we will
save mllions of dollars if we can vaccinate a fewer
nunmber of people prior to their depl oynent.

It is not that we want to deprive other
i ndi vidual s of getting the vaccine, but if we have
limted resources and limted amunts of noney, if
we can vacci nate people two weeks before depl oynent,
that will make I think a big difference in the
amount of vaccine that we have to purchase
i medi at el y.

| certainly believe in universa
vacci nati on agai nst hepatitis-A and B, and | think
we will cone to that. But until we get to that

point, | think that we will have to select the
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groups that will be getting the vaccine. And we may
be vacci nating thousands of people who never | eave
the country unless that is, you know, before they
get out of service. And I think we can use that
vaccine in trying to focus on individuals closer to
depl oynent, |like two weeks, if we could do that, or
t hree weeks. Even shorter to depl oynent. Because,
as was mentioned, that first two to three weeks, a
solider may be traveling, they may be on MRE' s, they
may be at very low risk of contracting it, and by
the time they are exposed, they will have it.

But | don't think that is spelled out in --

DR. WOLFE: Well, | think the bullets that
we had put the first priority on the --

ACTI NG CHAlI RMAN ASCHER: Depl oyed and
depl oyabl e.

DR. WOLFE: Deployed forces. Was first.
And that's up to you to deci de whether you want to
give it in advance, on a regularly schedul ed basis,
or you want to wait until you know these guys are
going to be deployed. And if you really want to
save noney, that's where, that's the enphasis you
are going to put on is two or three weeks ideally

before a specific group is going to be deployed, if
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you have got a m ni nrum anount of noney to spend on
vacci ne.

ACTI NG CHAI RVMAN ASCHER: The fl avor of
this, taking the |lead of Dr. Bancroft, was to make
this an enpowering recomendati on that gave you the
broad authority to do it all, but what you do is up
to your resources issues and your |ogistics. W
woul d not criticize you for only having done one-
tenth of the deployable forces with another strategy
to do the other ones with two weeks notice. That
woul d be still within the spirit of this. No one
woul d object to that. And that is for you to work
out .

Whet her we want to say that, to give you
that flexibility, I don't think so. W want to
enpower you to do your job.

COLONEL TOMLINSON: | foresee a great deal
of pressure comng fromunits that are depl oyabl e,
or say they are deployable, if they think the
medi cal departnent is going to provide the mllions
of dollars that it takes to provide the vaccine.
While it is they thensel ves who can nmake the best
deci sion. They know what their time sequence is,

how nmuch time they will have to get vaccine, that if
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they can wait until later, a |ot of noney can be
saved.

ACTI NG CHAI RVAN ASCHER: That's true.

COLONEL TOMLI NSON:  And if that can be --
well, if that's going to be left up to the
i ndi vi dual services, that part of it, Col onel
O Donnell, | think --

ACTI NG CHAI RVAN ASCHER: We just didn't
want to say sonething from your perspective that
woul d restrict the other services.

COLONEL TOM.I NSON: That's right.

COLONEL O DONNELL: What was left unsaid in
that draft, which | think everybody agrees, is that
you could have priority groups which really command
priority. You didn't say anything about people who
never CONUS. It is inplicit they are about as | ow
as you can go on priority.

ACTI NG CHAI RMAN ASCHER: It's the |ast one.

COLONEL O DONNELL: We may never get to
t hem

ACTI NG CHAI RMAN ASCHER: OF all of the
forces. Yeah. And if you never get to it, that is
your decision. W are not going to criticize you

for not doing it, but if you want to, we say fine.
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COLONEL O DONNELL: Was there anything in
there, | can't recall, or was that taken out, at the
two to three period where there seens to be
imunity, is that in there?

ACTI NG CHAl RMAN ASCHER: Yes, it is. Let's
take a quick | ook at the adeno and then we will go
onto our sort of business items. Again, this is
foll ow ng on what Jack said about the critical
i nportance of this.

It is also sort of a point of order, in the
past the board has been in a funny position of being
told that our role is to respond to questions, but
yet having things conme up at this neeting that we
felt were worth of saying sonmething and, according
to Colonel Tominson, this is an appropriate node of
operation at this point and we are going to try it.

So this is a letter fromDr. Kuller to Dr.
Joseph that just references this series of coments,
which is that:

"At the recent neeting, the AFEB was
briefed on issues regarding the adenovirus vaccine
program

"Al t hough a short-termcritical supply

probl em appears to have been resol ved, the board has
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concerns about the |ong-term success of this
program To assist you in prioritizing this
program we discussed these issues and provide the
followi ng general comments,"” and they are all there,
that's all we said.

"The risk and i npact of adenovirus
infections to mlitary operations are consi dered of
hi ghest significance at present and in the
foreseeabl e future. Ensuring continuing and tinely
availability of the current vaccine should be given
the highest priority in facilitating acquisition.

"Alternative scenarios for use of vaccines
such as outbreak control should be considered and
researched to determne the relative efficacy if
such prograns shoul d be conducted. Long-term
arrangenents to assure a stable and reliable source
of vaccine should be pursued vigorously."

I f that says too nmuch or too little, we
wi |l be happy to change it, but that is the start
t hat Jack recommended. Anybody have -- yes, Marty.

DR. WOLFE: A concern that was raised,
which | think is a real one, is this inability to
get serol ogi cal diagnosis. And perhaps we should

enphasi ze that point, because if Pat Kelly has got
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to run around recruiting the university or sonmebody
to do it, it should be recognized that sonme nobney
m ght have to be put towards this.

DR. BROOVE: To ne, the nore concerning
part of the discussion was that we, it did not
appear that the data were avail able to have a
particularly rational approach to the problem i.e.,
we didn't see the epi-curves of the past year in
conparison to previous years. W didn't have the
ki nd of m crobiologic and etiol ogical information
you would |ike to have, the kind of information to
say whet her or not outbreak control was even a
credi ble scenario. And, you know, sonme of that may
need prospective research, but some of that is not
so hard to pull together in a systematic way.

So | guess in ternms of the recomendation,
| amnot sure | would want to limt it to access to
di agnosis. | nmean if you don't have it as part of
an epidem ol ogi c evaluation of the nerits of the
current vaccine and the need for either changes in
formul ation or alternate strategies, you can't
really make intelligent decisions.

COLONEL O DONNELL: Does the third bullet

cover your concerns?
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DR. BROOVE: | amtalking really nore
broadly.

LI EUTENANT COLONEL PARKI NSON:

Epi dem ol ogi cal surveill ance.

DR. BROOME: Having good epidem ol ogi c data
t hat has been anal yzed about what is the current
Ssituation with adenovirus in the presence or absence
of that scene, and what do we know fromthe
epi dem ol ogi ¢ data about the potential for an
out break control approach.

DR. HANSEN:. It seens the experinent just
took place this past year and that we were not --

DR. BROOME: Well, and we didn't even see
t he data.

DR. HANSEN: Yeah, exactly, that perhaps no
one has even really | ooked at what the inplications
of the past year were.

DR. BROOME: Yeah.

DR. LUEPKER: The question is did the
experiment occur? Were you not given the --

DR. BROOME: That's right.

COLONEL O DONNELL: That's correct.

DR. HANSEN: For one year.

VO CE: W don't have data, we don't have -
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COLONEL BANCROFT: We know the rates are
still |ow

DR. BROOMVE: And that may be okay for one
year. | mean, | don't know enough about the adeno.

DR. LUEPKER: The thing that worries ne
about what you are saying, Claire, you seemto be
sayi ng that we don't know anyt hi ng about this, we
need to research it again, that history is
irrel evant.

DR. BROOVE: No. No, | am not saying that,
and | certainly don't know enough about the
extensi ve dat abase on adeno in the mlitary to have
any conclusions. | guess | amjust saying that when
you are faced with this kind of situation, where you
may have limted supplies, to me, the logical thing
to do is | ook at what happened to the epidem ol ogy
| ast year. Get your diagnoses in place so that you
know what serotypes are in issue. Are they vaccine
or other? Figure out fromwhat you know from your
extensi ve dat abase, whether outbreak control is
credi ble. You know, know the shelf l[ife of the
vaccine. And use the databased approach to deci sion

maki ng.
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ACTI NG CHAI RMAN ASCHER: I f you renmenber,
in the San Di ego Navy situation, they had wal ked
this tightrope as well where it was clear that if
you di d proper epidem ol ogy, you can nake
recommendations to acquire treatnment nodalities and
t he epi dem ol ogi ¢ peopl e supporting research said,
no, that is routine, and the people that were asked
to provide the drugs said, no, you have to prove
that it is necessary, and so they got caught in the
m ddl e. And our recommendati on basically enpowered
themto go back to people and say you have got to do
bot h and wave this docunent and say, the AFEB said
it fits together.

And so what | added, starting with your
| ead, | added epidem ol ogic surveillance activities,
i ncludi ng the devel opnment of diagnostic capability
shoul d be conducted. Because that is the real
point. The diagnosis is only part of it. And it
fits together. | think that is in the sane flavor
as our San Di ego.

Anybody el se have a conmment ?

DR. DINIEGA: | have a comment. We
di scussed this anong the Arny representatives during

t he breaks and one of the things we are thinking
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about doing fromthe Arny perspective is to |later
conme back to the board to, with a question, a formal
guestion that says, should we alter the current
policy for the use of adenovirus vaccine in the
Arnmy? \Which woul d have necessitated us to obtain
nore data, and we |isted sonme of them out which, you
know, including sone of the things you nentioned.

So the board would be able to make a decision and
recomendati on based on objective and current data.

ACTI NG CHAI RMAN ASCHER: Yeah, this is
actually wel com ng that question. W are sayi ng,
get the data, conme back and --

DR. WOLFE: Well, that's okay for
retrospective data, but if you are going to try to
get any new data and you can't do the testing, how
are you going to get the data? | nean that's why
the testing is essential.

DR. DINIEGA: Right. | agree, and | think
that is needed in there.

COLONEL BANCROFT: | woul d suggest that the
last, in that |ast sentence, change the word
"conducted" to "strengthen".

ACTI NG CHAI RVAN ASCHER: So not the

devel opnent, just including diagnostic capabilities
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shoul d be strengthened. Ckay.

COLONEL DI NI EGA: That is probably nore
appropri ate because we have the viral isolation
capabilities. W have a cursory surveillance system
in place.

ACTI NG CHAI RMAN ASCHER: Right. I Iike
that. So you will see this in draft as it goes to
t he board, board office and other people.

Do you -- with this, Caire?

DR. BROOVE: Yes.

ACTI NG CHAI RMAN ASCHER: Thank you agai n.

Let's go on to sone of the business itens.

There is not a lot to talk about. There is
actually some relatively good news.

We have sone plans for the next neeting.

It is the Navy's turn. Usually, we say anything,
you have to have left the room you know. Do you
want to tentatively say anything? |t was suggested
the Great Lakes m ght be an appropriate site based
on your changes there and recent problens.

CAPTAIN TRUWP: It makes sense, also | nean
| think that a | ot of the issues have been discussed
at this one. You know, a focus on all the

i muni zation i ssues and recruit nedicine issues,
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some of which are inter-related. That would be a
good setting to do that.

ACTI NG CHAI RMAN ASCHER: And where is G eat
Lakes? Barbara would |Iike to know.

CAPTAIN TRUMP: Onh, just north of Chicago.

DR. HANSEN: | do know where the G eat
Lakes area.

CAPTAIN TRUMP: It is North Chicago,
I11inois.

ACTI NG CHAlI RMAN ASCHER: Excellent. Well,
see if you can find out, and that will go through
the office.

October 3rd -- this is July 6 to 7,
tentatively, the dates. October 3rd to 4 had been,
3 and 4 had been the next dates. Jean and naybe
Pitt as well had suggested there m ght be a delay in
t hat because of the fiscal year problens and stuff,
so ook for a later in the nonth transfer of the
Cct ober, perhaps. October 3rd and 4th is soft.

DR. FLETCHER: It will still be on a
Thursday and a Friday?

ACTI NG CHAI RMAN ASCHER: | think that is
the format, vyes.

DR. HANSEN: That deci sion should be made
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ri ght away though.

DR. FLETCHER: A lot of things in October.

ACTI NG CHAI RMAN ASCHER:  Yeah, we need to
know t hat .

DR. HANSEN: Because the fall schedule, we
made a pact with ourselves that we would set these
way in advance. So if there is a just fiscal issue,
change it right now, or next week.

COLONEL TOMLI NSON: | was unaware of the
problem it nust have cone up.

DR. HANSEN: The fiscal year must start
Oct ober 1.

COLONEL O DONNELL: Right. But sonetinmes
Congress has a --

ACTI NG CHAI RMAN ASCHER: A freeze.

COLONEL O DONNELL: -- budget.

ACTI NG CHAI RMAN ASCHER: And you have
certain restrictions, you can't spend things.

DR. BROOVE: You can't |ike travel people.

ACTI NG CHAI RMAN ASCHER: Right. O her than
that, everything is great. Nobody can cone.

There was anot her document circul ated which
was the JAMA article on the informed consent issue

around vacci nes, and Dr. Kuller had brought that and
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was interested in discussing it. W did have sone

i nformal discussions, Dr. Gwnaltney was involved in
that. And what Dr. Kuller is going to do is wite a
letter for interested board nmenbers to sign as
private citizens, to Senator Rockefeller's office,

i ndi cati ng our concern about the representation of
this matter as it appeared in this docunent. And
also Dr. Kuller, and | believe Dr. Gwaltney's
interest and willingness to testify before that
commttee, to attenpt to clarify sone of the issues,
and ot her people that m ght be interested.

And Lou was al so going to go further to see
if JimAllen would help to somehow have JAMA set the
record straight. Because this cane out rather
badly. If you |looked at it carefully, it was not a
very kind thing said about that program So we are
wor ki ng on that behind the scenes. That will not go
t hrough you. You can deny any know edge of any of
this. Strike it fromthe record.

The next thing we would Iike to go over is
the itenms for the next neeting, and we have had very
successful experience today by having two board
menbers present. Thank you very nmuch. And anyone

that is left will probably be nom nated. But we
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woul d maybe like to know if anyone here would |ike
to volunteer to say sonething at the next neeting.

| f you volunteer, you get to tal k about whatever you

like.

(Laughter.)

ACTI NG CHAI RMAN ASCHER: I f you | eave and
get reassigned by sonebody, then you will get given

BCG vacci ne.

DR. FLETCHER: | got a topic on, very
little health and hazard, -- he tal ked about this
before, but this really hasn't surfaced lately. W
have, just |ooking at sone of the workers around
this base, the occupational diseases | think,
sedentary life style in the mlitary, as in civilian
life, is a myjor issue. These issues |I think we
shoul d bring up occasionally. | think sonething, it
woul d take an agenda item next tinme, M ke.

ACTI NG CHAlI RMAN ASCHER: Do you have a
speaker? Wuld you like to do it?

DR. FLETCHER: M ke Parkinson and | could
do sonet hing toget her probably.

ACTI NG CHAI RVAN ASCHER: No, we would I|ike
to have you speak if you would, in this regard.

DR. FLETCHER: Yeah.
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ACTI NG CHAI RMAN ASCHER: Anybody el se
volunteer? Have a topic that is hot?

COLONEL O DONNELL: Well, there was a
request that the --

ACTI NG CHAI RMAN ASCHER: What is that?

COLONEL O DONNELL: There was a request
fromDr. Stevens about the LUPEC (phon.) programin
the mlitary.

ACTI NG CHAI RMAN ASCHER: Yeah, | know,
that's a topic, that's the next item agenda about
suggested topics where we have to find outside
speaks.

But, Barbara, as you own work, obesity?

DR. HANSEN: Obesity.

DR. FLETCHER: We had tal ked about havi ng,
i ke physical activity and obesity is sort of
t oget her.

DR. HANSEN: Tied together as one thing,
ki nd of the current status of mddle aged mlitary.

DR. FLETCHER: Si de by side.

ACTI NG CHAI RMAN ASCHER: Why don't you do
that, a joint presentation?

DR. FLETCHER: Okay.

ACTI NG CHAI RVAN ASCHER: Right. Cl add
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St evens had suggested that we ask the HIV people to
descri be the Lookback program That will have to
conme out of your office |I believe.

The issue was a little broader than the
conventional Lookback, because in mlitary testing,
we find sero-incidence, and the question is howis
t hat managed? |Is the programto then | ook for bl ood
donation, etc., etc.? How does that work? And just
sonebody to nmaybe be around.

Hl V people cone to every other neeting, and
maybe just ask them if they are com ng, to cover
t hat one.

COLONEL TOMLINSON: | think blood factors
as well as H V.

ACTI NG CHAI RMAN ASCHER:  Okay. Let's see.

Greg Pol and suggested that energi ng pat hogens in
t he di sease control area are always interesting and
he suggested babezia, which has apparently sone
mlitary connection. | wasn't conpletely famliar
with that, but | guess the newy descri bed babezia
has a nunmber of mlitary effected.

And | don't renmenber who the speaker was,
but it was sonebody fromthe M nnesota area that

woul d be an easy travel to Chicago.
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Now, opening the floor to any other itens
that the board or anybody in the audi ence would |ike
to have explored as topics.

DR. HANSEN: There will be followup from
the Injury Work G oup.

ACTI NG CHAI RVAN ASCHER: Ri ght.

DR. HANSEN: It should be on the agenda.

ACTI NG CHAlI RMAN ASCHER: Definitely the --
and you will circulated that | ong before that? This
wll be a wap-up?

DR. HANSEN:. It will be on the next step.
No, no, not the wap-up. This is just the
begi nni ng.

ACTI NG CHAI RMVAN ASCHER: Right. | nean a
sunmary at that stage.

Marty.

DR. WOLFE: Last week a new typhoid vaccine
was |icensed, typhin, which is an injectable
vacci ne, but only two year duration of protection.
And it mght be worthwhile to at | east say sonething
about this vaccine, if the mlitary has any interest
inusing it. Mybe they don't, maybe they want to
stick with the oral vaccine or the old --

ACTI NG CHAI RVAN ASCHER: W thin the spirit
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of the neeting, when products get |icensed, people
have been invited fromthe manufacturer. Wuld it
be inappropriate to ask themto cone and tal k about
a newy licensed product? |Is that too
controversial, Bill?

DR. WOLFE: Do you fol ks have an interest
in this vaccine? Do you plan to use it?

COLONEL BANCROFT: We mmy have sone peopl e

who have done sone testing. | would have to ask
around.

DR. WOLFE: | think if you are interested
inusing it, | think this m ght be an appropriate

time to discuss it.

COLONEL TOMLI NSON: We plan to use it, it
will be on the -- available, and we are going to use
it and the oral. W will have those two avail able
for different scenari os.

DR. WOLFE: Yeah. Yeah. So it m ght be
worthwhile if you want to invite the two conpani es,

t he oral conpany, BERNA (phon.) and the other one is
the Malleau (phon.) | think, Castro-Malleau.

ACTI NG CHAI RVAN ASCHER: Okay. So those
are suggested topics.

Anyt hing el se? New business, old business?
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Comment s?

DR. FLETCHER: Do we have a tentative date
for that neeting? | amlike Barbara, this October
is very tight, the October.

ACTI NG CHAI RMAN ASCHER: Oh, Jean, were you
t he one who raised the issue of October? Wuld you
clarify that, please?

MS. WARD: Well, the fiscal year begins at
t he end of Septenber.

THE REPORTER: Wbuld you cone to the m ke
pl ease?

MS. WARD: And it would be better if we
could pick a date later in October, other than
Oct ober 3-4, or whatever we had scheduled. [If it
fits in with everyone's schedul e.

DR. HANSEN:. Well, | suggest you
i medi ately fax us a cal endar and get it back and
find out who can cone when, because we really need
t hat October one set. COctober is one of the nost
busy nonths on nobst of our cal endars.

MS. WARD: Ckay.

DR. HANSEN. So if we are going to change
the date -- the current date is okay, but if you are

going to change it, we are going to need to do it
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ri ght away.

M5. WARD: Ckay.

DR. FLETCHER: Later in the nonth is bad.

DR. HANSEN: Yeah.

ACTI NG CHAI RVAN ASCHER:  Your point is well
taken. | conpletely agree.

COLONEL TOMLINSON: | m ght bring up, this
recomendati on does drop out the two to three period
in which we m ght expect immunity fromthe vaccine,
and | don't know how strongly the board feels that
it can make such a statenent.

COLONEL BANCROFT: We will just add it to
the first bullet, the second paragraph.

DR. BROOVE: | did have an agenda item
before we --

ACTI NG CHAI RMAN ASCHER: Yes, please. Just
a second.

| thought we had that there. Did it fall
out of one of the edits?

DR. WOLFE: | thought it was on the | ast
one.

ACTI NG CHAI RVAN ASCHER: Where did it go?
It was in that whole thing we took out, and in and

out, and in and out. It was the | G one that had
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t here about, the whole |G clause. We will think
about - -

DR. WOLFE: Let's find a place to put it in
ri ght now.

ACTI NG CHAI RMAN ASCHER: Yeah. So it has
to be found.

DR. WOLFE: What wording would you |iKke,
Pitt?

COLONEL TOMLI NSON: How you had, you and
Dr. Gwaltney had stated it | thought was good. | am
not sure exactly how that was.

ACTI NG CHAI RMAN ASCHER: It was stated but
it was then taken out. Maybe --

COLONEL TOMLI NSON: A statenent that
immunity to the vaccine could be expected within two
to three weeks after it was --

LI EUTENANT COLONEL PARKI NSON: \What if we
made it a fifth bullet under the first paragraph,
because it really is a scientific finding? You
know, the fifth bullet is, you know --

ACTI NG CHAlI RMAN ASCHER: | got it.

"Vacci ne produces rapid," parenthesis "(two to three
weeks) and longer |asting and active imunity (at

| east four years).” Mke it a symetrical two
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cl auses.

LI EUTENANT COLONEL PARKI NSON: Ri ght .
Sonet hing |ike that.

ACTI NG CHAI RMAN ASCHER: "Rapid (two to
three weeks) and | onger lasting and active immunity
(at least four years)."

COLONEL TOMLI NSON:  Sounds good.

LI EUTENANT COLONEL PARKI NSON: Well, did
you want to say two to three weeks after a first
dose? Because you are really not -- because,
really, you are not talking about --

DR. WOLFE: "Full protection can not be
expected before two weeks."?

LI EUTENANT COLONEL PARKI NSON: Ri ght.

DR. WOLFE: That is not even full
protection, that's only 85 percent.

LI EUTENANT COLONEL PARKI NSON: That is not
even true. That is not true.

ACTI NG CHAI RMAN ASCHER: " Produces rapid
(two to three weeks after a first dose)," end
parent hesis, "and | onger |asting and active
immunity,"” in parentheses, "(up to four years)."

Al right, we'll see how that sounds. But

| think it is inportant --
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DR. WOLFE: Can | put "Vacci ne produces

| onger | asting," parentheses -- no, that is not it.
Produces rapid.

ACTI NG CHAI RMAN ASCHER: Rapid (two to
three weeks after the first dose) and | onger
| asting.

LI EUTENANT COLONEL PARKI NSON: In 80
percent of individuals, don't you want to say too?

ACTI NG CHAI RMAN ASCHER: No, it's inmmune
response in 80 percent, we don't know about the --

LI EUTENANT COLONEL PARKI NSON: Yeah, but
that inplies that after a single dose, they are
fully protected after two to three weeks.

ACTI NG CHAI RMAN ASCHER: The data suggests
three weeks is about it. That was --

DR. WOLFE: That one case, it devel oped
after about two weeks.

LI EUTENANT COLONEL PARKI NSON: Ckay.

ACTI NG CHAI RMAN ASCHER: Dr. Broone has
anot her item please.

DR. WOLFE: Eighty-five percent in two
weeks.

ACTI NG CHAI RMAN ASCHER: We will play wth

it alittle bit. The conmttee will see it again
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woul d t hi nk.

DR. BROOME: In |light of the energing
i nfections area, and sonme di scussions we had | ast
ni ght about ClI SET and i nter-departnent al
consi derations about international surveillance for
energing infections, it mght be worth having a
presentation on what current plans for the
international field stations to participate in
enmergi ng infection surveillance and how t hat ni ght
work together with other departnents or nulti-
nati onal agenci es.

ACTI NG CHAl RMAN ASCHER: Do you have a
speaker ?

Bill, do you have any thoughts on that one?
To try to get the international stations to speak
to their involvenent in energing pathogen issues.

COLONEL BANCROFT: We can have a
presentation on the overseas |abs you are referring
to.

THE REPORTER: Can you speak up, please?

ACTI NG CHAI RMAN ASCHER: Yeah. Well
right. The concept of what is the mlitary doing
with their resources in the context of the energing

pat hogens initiative.
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DR. BROOME: And | am not even sure, | know
DoD has a representative to this, it is a federa
coordinating commttee.

ACTI NG CHAI RMAN ASCHER: Ri ght .

DR. BROOME: | amjust not sure who it is.

| can find that out.

ACTI NG CHAlI RMAN ASCHER: If not, there
probably shoul d be one.

DR. BROOME: No, | amsure there is. It is
just a question of who.

DR. WOLFE: There is a neeting this week.
There is a neeting the 28th I think it is, at the
State Departnment. | haven't been to previous
nmeeti ngs.

ACTI NG CHAlI RMAN ASCHER: I f you have a
speaker that conmes out, that stands out at that
group that would be a good candi date?

DR. WOLFE: | am planning to go to that
meeting, so --

ACTI NG CHAI RMAN ASCHER: Okay. Pick
sonmebody and invite them Okay.

Yeah.

DR. FLETCHER: A brief followup, if Frank

woul d, on the hypotherm a cases, the deaths.
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ACTI NG CHAI RMAN ASCHER: The st andards,
corrective actions.

DR. FLETCHER: Yeah, what since that.
Woul d be great.

LI EUTENANT COLONEL PARKI NSON: A coupl e of
t hi ngs that should be on the horizon, either for
formal questions, probably formal questions, |
t hi nk, one of the things I will just put a plug in
for, | think ongoing, continued comrunication and
feedback to Health Affairs is very inportant.

Either formal, informal, | think the
positions that you are taking kind of, this is just
editorial, on your own, of saying when we see
m srepresentation of a position or data as it
reflects the DoD, and if the board sees that and
wants to coordinate with Health Affairs staff and
the SGs offices to right that, | think that is a
very positive thing for the board to do, | nean to
just say that.

But | think sonme areas are going to cone
up. The varicella vaccine is going to have a
guestion of the board | imgine, particularly as it
relates to | amsure of the Navy and the recurring

out breaks at Great Lakes. It m ght even be
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appropriate at the Great Lakes neeting to tal k about
t hat because varicella is big problemw th them

Secondly, is the other issue that we could
use sonme clarification on | think, is the
periodicity of nmeningococcal boosters. | mean we
have differing services, the data is relatively
inconplete, as best | can tell. These are areas
where the science is not totally clear and you can't
go to ACI P, where, you know, it would help us.

DR. BROOVE: Well, there's, you know t hat
study that the Air Force has been doing with CDC

LI EUTENANT COLONEL PARKI NSON: Right. It
shows very -- right.

DR. BROOMVE: It is really the best data.

LI EUTENANT COLONEL PARKI NSON: The best
study that has been done. That probably should be,
you know, but we need to work these up, put it in
the form of questions, if nothing else, to show a
productivity aspect of the AFEB and service to the
servi ces.

DR. BROOMVE: That actually canme out of the
nmeeting | attended five years ago, sort of getting
peopl e together to answer useful questions.

LI EUTENANT COLONEL PARKI NSON: One of the
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functions of the executive secretary, now that we
are the mddle of |ooking at Executive Secretary and
a |lot of talk going on about how it works, | think

t he Executive Secretary has to be extrenely
proactive about generating questions and
coordinating with the Services, having radar up in
the news and the nedia, and with Health Affairs as
to i ssues, because there are questions out there all
the time, they just don't get raised.

But, quite frankly, just as you all in the
press business, you know, one phone call and ny day
is shot, and we don't get around to it. So | think
t he Executive Secretary is a very inportant role in
hel ping the Services articulate, fornmulate, bring
to, and get the responses back in a tinmely fashion.

We have got to do it.

ACTI NG CHAI RMAN ASCHER: It rem nds ne of
t he Johnny Carson skit with the question man, where
the Secretary has to have that envel ope. They have
to really know at the tinme of the neeting, in
advance, what the question is going to be. Because
that is one of the issues. adm nistratively, you get
j udged on your response to questions in the formal

process, and we have got to have one next time, or
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nore. You have got to really see far ahead what is

goi ng on.

Good.

DR. FLETCHER: Pitt, wll you be doing this
indefinitely, or this will be a --

COLONEL TOMLINSON: My formal term ends at
1: 00 today.

(Laughter.)

COLONEL TOMLINSON: | will help Jean get
things out, but I am also very hopeful that Health
Affairs will get the request out to the Surgeon
Cenerals to get the nom nati ons, because | agree, |
thi nk we need sonmeone in the job. And | think that
these are two excellent things that are com ng out
of the AFEB, three, with the injury.

So | think, in looking at products, | think
that the group really produced something this tine.

So | don't know what can be done, or what wll be
done to expedite the appointment of a new Executive
Secretary.

ACTI NG CHAI RMAN ASCHER: You can say |
t hi nk by acclamation the board is concerned and
supports that.

DR. BROOVE: Yes.
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ACTI NG CHAI RVAN ASCHER: Wt hout even
asking. That is a question you don't have to ask.

Any other itenms? Jean, do you have
anything to say?

M5. WARD: | don't think so. You have done
all the work.

ACTI NG CHAI RVAN ASCHER: How about we t hank
our hostess, is that appropriate? | don't know if
can do that. |Is that sexist?

Woul d you say anything nore, Sharon, do you
have any comment s?

LI EUTENANT COLONEL FALKENHEI MER: | woul d
just like to thank you for coming to Hill. I have
m ssed being at the board since |I noved here, and
certainly had a nmethod in ny madness in having you
here. So | really enjoyed the chance to attend the
neeting as well and hope you had a good time.

If you did notice anything that needs
fixing, please |et us know and we can pass that on
as well.

ACTI NG CHAI RMAN ASCHER: Wel | done al
around, the team Very nicely arranged.

Goi ng once. Bang.

(Wher eupon, at 12:30 p.m, the neeting was
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