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P-ROCEEDI-NGS
(7:44 A M)

DR. PERROTTA: Good nor ni ng. And with
that 1'd like to open up the spring, 1999 neeting of
the Arnmed Forces Epi dem ol ogi cal Board.

Wel conme, and thank everybody for meking
the trip, long or short, to this neeting.

The hone wel cone will be given by Captain
Beddard, who is the Oficer in Charge of the
Envi ronnental Preventive Medicine Unit Nunber 5 here
in San Diego. Captain.

CAPTAI N BEDDARD: Doctor Perrotta, Col one
Di ni ega, nmenbers of the AFEB, welcone to San Di ego.
W're so glad you can be here. And on behal f of
COWAVBASE, Admral Froman and Admral D az, the
Commander of the Navy Medical Center here in San
D ego, wel cone.

W call this America's finest city. I
t hought that was a little pretentious when | first
came out here, but | see it's really true. 1've been
out here three years from Wshington, D.C., and
hopefully the weather's going to cooperate, and you
can take advantage of all the things that we have

her e.
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This is the 50th anniversary of EPMJk. So
it's really a pleasure to have you here to kind of
hel p us celebrate our contributions in preventive
medi ci ne. W' ve been involved in various reviews,
out break investigations wth our friends at NHRC, and
many of those things have been presented to this
board, things |ike streptococcal disease and pneunoni a
out br eaks.

So the work of this board is so inportant.
W are so pleased that you're going to be here and
can help us with sone of the questions that are
pertinent with force health protection in DoD.

I want to nmke sure that you take an
opportunity to visit the Gaslanp, Coronado here,
wonderful, and all the things that San D ego has to
offer. It's really a wonderful city, and if we could
open up these curtains today if the discussion period
allows, you'll get a nice view of the Pacific QOcean.

So, again, welconme to San Diego, and if ny
staff -- and I want to thank publicly Captain Q son
and Li eutenant Commander Thornton of EPMJ 5 who have
done all the logistics to put this neeting together.
Ask any of ny staff that you see here or ne, and we'll

help you in any way that you can. Thank you.
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Wl cone.

DR.  PERROTTA: Col onel Diniega for
announcenents and housekeepi ng.

COLONEL DI NI EGA: Good norning, and
wel cone to San Diego. It was raining Sunday, so the
weat her has cooper at ed.

First of all, 1'd like to welcone sone
guests from sone maj or DoD representation
organi zations. Captain Beddard, of course, and the
nmenbers of EPMJ 5, not only wel come to them but thank
you for all the support, especially Captain A son and
Commander Thornton and al so the other nmenbers who are
provi di ng support for the neeting today and tonorrow.

Conmander Hansen, who's here representing
Admral Zinble fromthe Uniformed Services University,
and we wel cone you here. W invited as a guest for
our neeting Doctor Ascher, who's a previous nenber of
t he board, and he will be involved wth a discussion
on NBC weapons of nmass destruction |ater on.

Ms. Ward could not make it because of
nmedi cal probl ens, but she was instrunental in getting
all the arrangenents nade and liaison, doing the
liaison work between San Di ego and Washi ngton, D.C

Hopefully she'll be able to mke it to future
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nmeet i ngs.

Maj or Fisher, our thanks ahead of tine.
She volunteered to provide admn support on site
besi des being a speaker, and |I'm sure she's going to
be hel ping with future neetings too.

A few reminders. Be sure to sign in on
t he attendance sheets out at the registration table.
Lunch is not provided on site here. It is a 10-mnute
wal k to the golf course, the closest eating facility.

We have vehicl es. The active duty personnel have
vehicles, and sonme nenbers of the boards have
vehicles. W can car pool and take people over to the
golf course to eat or the other choice is to go up
near the main gate, and they have several eateries
there. So if you want to have lunch and want to go to
the golf course or sone place else, please get in
touch with nyself or sone of the other wuniform
preventive nedicine officers.

Rest roonms out the door, wonen's on the
right, nmen's around the corner. There's supposed to
be a phone that is placed here just outside the door.

W' || get the nunber later on and announce it. Faxes
IS 619-545-9015, and that's the front office of this

building. You can let nme know or Mjor Fisher know.
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The rem nder to the board nenbers, your
travel settlenments need to be done when you get back
to -- when you get honme, and be sure to send it in.
And al so when you do get your paynent vouchers, you
need to send it in, and we'll remnd you again
tonorrow, and we'll get in touch with you over E-nmail.

If you | ooked at the agenda, it's like the
| ast neeting. It's rather full. W have a |eftover
guestion on chlanydia screening to work on. W al so
have three new questions, one on the use of Ilyne
di sease vaccine in the mlitary, another on the need
or -- the need for varicella screening and
i muni zation at the recruit level, and the third one
is on the use of IPV at the recruit |evel.

Tonmorrow, although it says subconm ttees,
the President and | discussed this, along with Doctor
Pol and, only one subconmmttee will neet. You'll al
participate, and that wll be Disease Contro
Subconmi ttee because the nature of the questions are
such that the recomendations all have to be done
t onorr ow.

W have two tours scheduled. W'Il| get
nmore information later as they gel up a little nore.

I think we'll be sending out a sign-up sheet for the
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tours, and lunch may be avail able on the ship, and
they're still checking on that and trying to confirm

There's a | arge Navy exerci se, Navy-Marine
exercise going on. That's why a |lot of the ships and
personnel are out at sea.

Remi nd the speakers to stay within the
allotted tinme, including nyself. Doctor Perrotta can
do whatever he wants to do. But we have the room for
ni ne hours, and hopefully we'll be done by 4:30 p. m
The neeting is being recorded and will be fully
transcri bed. The transcriptionist has put out the
m kes. Pl ease state vyour nane when you ask
guestions -- and for the audi ence we have sone m kes
up here that you can speak into so we can record
you -- your nane and your organization, and then go
ahead and ask your question or nake your conment.

Al so, nenbers of the press are -- this is
an open neeting, and nenbers of the press may be in
t he audi ence. W also have several drug conpany
representatives here attendi ng the neeting.

For the nenbers of the board, if there is
a conflict of interest, | do have disqualification
statenents that need to be signed, and you need to

remove yourself froma voting participation.
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Any questions? W'Il|l have an executive
session tonorrow just before noon, and we'll be able
to discuss the future neetings and nomnations to the
board and nom nations for President, et cetera.
Doctor Perrotta.

DR. PERROITA: Thank you, Colonel. Any
questions from board nmenbers about the housekeepi ng?
Agai n, thanks to our local host for having us in such
a lovely place, and having airplanes take off right
outside is an awmful ot of fun for us anyway.

COLONEL DI NI EGA: | do have one nore
coment. On the handouts for the speakers, if you can
make sure that the board nenbers get the handout first
before you put it on the handout table down in the
corner, and Major Fisher needs a copy also so we can
include it with the transcribed m nutes, and copying
services are -- imedi ate copying services need to be
paid for, and they'll do it here. Oherw se, EPMJ}5
has vol unteered to do copying, but they'd have to go
back to their hone base across the bay.

DR PERROTTA: (kay. Well, looking at the
agenda, you'll notice that this is -- one way of
looking at this is a very large disease control

subcomm ttee neeting, but each one of these itens is
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extraordinarily inportant, part of the continuing
work that's being done by the conmittee and by the
board, and it just seened to make an awful [ot of
sense to try to take care of as many of these as
possible during this neeting, but to send off the
conmittee to do their work and then conme back woul d
probably take too nuch tine. So we are al
general ists, epidem ol ogists, nedical scientists, so
I"d like for all of us to sort of open up and be
willing to work on areas even if they're not of your
maj or interest.

That does not nean that we can't have the
i nf ormal neetings and arrangenents for either
subconm ttees or people in subcommttees to be working
on things, and |'ve even talked to Professor Baker
about maybe we need to sit down and do a little work
maybe at lunchtinme or sonmething about injuries and
sone of the other areas perhaps if we want to do that.

So a little unusual agenda setup, but
exciting | think, and | appreciate Ben and Geg
Pol and. Fortunately they didn't put the two of us
together, so this should be a pretty productive
nmeet i ng. And let's go ahead and nobve on with the

Preventive Medicine Oficers' Reports, and we'd |ike
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to go with the order that we have down here. Captain

CAPTAIN TRUMP: Good norning. |'m Dave
Trunp. |I'mthe Preventive Medicine Oficer assigned
to the Ofice of the Assistant Secretary of Defense
for Health Affairs. Major Ceneral O aypool, ny boss,
sends his greetings this norning.

I"mgoing to try to keep ny update short
because there interesting things is those that ny
col l eagues with the services are involved wth.

One thing I would Iike to touch on is the
Ant hrax Vacci ne Program which does continue. As of
30 March, over 245,000 mlitary nmenbers have received
at | east one dose of the vaccine. Over 187,000 have
conpl eted three doses, and actually 200 have conpl et ed
t he six-dose series of the vaccine.

This programis organi zed or coordi nated
by an Anthrax Vaccine |mrmunization Program Ofice
within the Ofice of the Surgeon CGeneral of the Arny,
and they are continuing to update sonme of the
communi cation and help briefing materials regarding
t he Anthrax Vacci ne Programwhich is going to continue
and eventually achieve total immnization for the
For ce.

They are also sponsoring a clinica
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conference in late May of this year. It really has a
goal of trying to get physicians and ot her providers
across DoD -- now, we're a big organization as you
know -- as well informed as possible about Anthrax,
Ant hrax Vacci ne, the expected side effects, and al so
get out sonme information as far as sone guidelines,
clinical practice guidelines, if you want to call them
that, for dealing with the side effects or adverse
effects of Anthrax Vaccine that are expected.

On other vaccine issues, we at Health
Affairs have asked the services to provide us with an
update as far as their progress in neeting a goal of
having 100 percent of the Force immunized wth
Hepatitis A vaccine by this past Decenber. W'I|l have
that report from the services here at the end of
April. The initial information is actually pretty
encouraging from the services when it cones to the
operational forces, but it's, again, one of those
i nfectious disease issues that we want to continue to
| ook at.

And the last thing I1'd like to cover is
just looking at the health of those who are depl oyed
and depl oyi ng. W've heard in the past from

Li eut enant Col onel Rubertone from the Center for
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Heal th Pronoti on and Preventive Medicine about their
| ook at the preventive nedicine experience, the post-
depl oynent heal th experience of those who depl oyed to
Bosni a.

The services are beginning a simlar
effort facilitated by Health Affairs, and particularly
by Li eutenant Colonel Riddle fromthe staff who's al so
here today, to assess the health experience of the
forces who were nore recently deployed to Sout hwest
Asia. This obviously has sone tie-ins to, you know,
@Qul f War illnesses concerns of the past. Ever since
the Gulf War there've been a relatively | arge nunber
of personnel continually rotating through that area.

W're going to look at the preventive
medi cine activities in theater as far as how they' ve
been abl e to achi eve sone of the goals that have been
put out by DoD directive and instruction since the
@ulf war, sonme of the disease, non-battle injury
experience in theater, and also | ook at the health of
those who deployed and in the tine since they' ve
returned, using in addition to what Doctor Rubertone
was able to do with hospitalization experience, we're
now getting a little broader coverage wth the

anbul atory datas to look at that information in
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addi ti on.

And unl ess there are particul ar questions,
| have nothing el se this norning.

DR PERROITA: Any questions for Captain
Trunp? Thank you, Dave. Colonel Bradshaw, Preventive
Medicine Officer at the Medical Operations Agency.

(Pause.)

COLONEL KARWACKI: Do you want me to | eap
ahead here, because |I'mnot going to show any slides?

| can just do mine in two mnutes here.

COLONEL BRADSHAW  Go ahead.

DR PERROTTA: (kay.

COLONEL KARWACKI :  Col onel Karwacki from
t he Medi cal Conmand, Arny Preventive Medicine. | just
have two things. This could very well be ny [ ast
nmeeting as the Arny representative depending on the
timng of the next neeting in Septenber | believe. |
will be PCS ing to Bangkok to the research [ab there
in the fall to take over the dobal Energing
Infectious D sease Coordinating position there. So we
need to find ourselves a new Arny representative, and
we' || be searching high and |l ow for that.

One of the other hats that | wear is the

t oken epi dem ol ogi st on the Health Affairs CHCS-2, the
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Conposite Health Care System which is the DoD
hospi tal conputerized medical record. W have version
one up and running in hospitals now. W' re working on
version two.

One of ny objectives in version two is to
try to input nore epidemologic information. | would
sinmply put out a call to anyone and everyone at the
table and in the audience today, if you have any
t houghts on or know edge of systens that collect
epidem ologic information in the process of nedical
records, |'d appreciate knowi ng that, and perhaps we
m ght be able to use that to interject into the
system

Qovi ously one of the problens we have is
know ng how t hings occurred, particularly, Professor
Baker, injuries. | won't go into a long dissertation,
but it's certainly difficult to know how to prevent
sonmet hing when you don't know where it cane from
Trying to collect that information is part of the
clinician's record.

Unfortunately, the CHCS-2 remains a
provider-centric record. Everything goes in via the
provider, not via the patient necessarily. So we need

to try to work around and through that, but | would
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appreci ate anyone -- any contributions. MW E-mil is
on the list here |I believe, and if not, we can nake
sure that's available. You can send it through Ben
since nost of you have that E-mail. 1'Il be happy to
take that to the commttee and try to work nore
epi dem ol ogi ¢ i nformati on.

The other thing that they're doing is
providing the providers with tenplates such that when
they pick a particular synptom or synptom conpl ex,
they will go through a tenplate of yes/no questions,
fill-in-the-blanks as to what information is necessary
for that. If we <can interject epidemologic
information into that as well, there should be sone
ways to build those tenplates to do that, although
that's probably a bit of a difficult situation for
nmost clinicians, but we can probably do it for sone
things like ARDs in particular. So | would appreciate
anyone's input if you have a contribution with that.
And 1"l turn it back over then to Col onel Bradshaw if
we can get himup and running at this point.

DR. PERROTTA: Any questions for Col one
Karwacki ?  Congratul ati ons on your new assignnent.
It's unfortunate that |I'm going to rotate off here

pretty soon because |'d have |obbied for our next
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nmeeting to be in Bangkok. Every tinme | say that,
Ben's bl ood pressure goes up a whole bunch, and the

travel dollars for the agency nmay not be able to cover

that, but --

COLONEL KARWACKI: W'l see what we can
do in the next comng years. | should be there three
to five years. So we'll see what happens.

DR. PERROTTA: Congratul ati ons, and we
appreciate all the work. Every -- alnost every
neeting that |'ve been to we've talked about the

quality of the information that is being collected and
ways to inprove it, and your conputerized nedical
record system is one of the steps that we' ve seen
happen over the years that we really appreciate. If
anybody can support that with new and interesting
i deas, please do contact Jerry. Thank you.

COLONEL BRADSHAW |' m Dana Bradshaw from
the Air Force Medical Operations Agency. I think
we're going to go without the slides here. If we have
an opportunity and you're interested, we can | ook at
them nmaybe later. | think we've got sone technical
difficulties adjusting the resolution of the projector
to the screen -- to the conputer.

Briefly, since we don't have a lot of
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time, | was just going to tal k about a few things and
had a little bit of detail about one particular thing
t hat Li eutenant Col onel Thonpson fromthe Force Health
Protection and Surveillance Branch had put together on
the Air Force norbidity and nortality survey.

But basically the things | wanted to just
bring you up to date on and do a quick overview on
related to the Popul ation Health Plan, an initiative
that the Ar Force Medical Services is actively
engaged on right now. This runs in parallel with the
Mlitary Health System Optim zation Initiative, what
we call the PDM4 initiative, and we had begun this
early in August actually of 1998 and have been wor ki ng
on it for sone time now And we're going to kind of
be kicking that off in a sense in the Ar Force
Prevention '99 Conference in May which will be in San
Ant oni o.

Basically the Popul ation Health Plan has
five critical success factors that we've identified.
The first of those is being able to identify and
characterize the health status of our popul ation, our
enroll ed population in particular, and that involves a
lot of the things that you' ve seen presented at

various and sundry tines here before in terns of
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hospitalization data, outpatient data, reportable
events, nortality data, and just really |ooking at
what the disease burden is in our popul ation.

The second critical success factor is
delivering clinical preventive services in a proactive
manner . That's sonmething that involves a paradigm
shift away from how we' ve done business in the past in
medi ci ne, which has predom nantly been a focus on
di sease managenent type things. And we're going to
try and nove the enphasis much nore. W' ve already
done that in a sense in the DoD with the Put
Prevention into Practice Program and we're going to
try and reenphasi ze that even nore.

The third critical success factor that we
have is in disease and conditi on managenent. So that
wll be focusing nore on tertiary type prevention
aspects, but that's a very inportant thing for us to
do in ternms of inproving the health of our popul ation
and al so doing a lot of cost efficiencies actually in
how we do things.

The fourth factor is evaluating all that
through netrics, appropriate netrics, |ooking at how
much i nprovenent we've had or |ack thereof, |ooking at

best practices and how do we get those best practices
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out to the rest of our mlitary health system

The last factor is being able to take our
prevention prograns and our disease nmanagenent,
condi ti on managenent prograns and get themout into a
comuni ty- based approach to try and devel op comunity
resiliency, and this goes very well with the Force
Health Protection Mandate that the DoD has. And
that's the last factor that we've done, and in a sense
we've already done that to a degree with the DoD
Prevention Pl an which focuses on three of the biggest
probl enms that we have in the mlitary health system
and the mlitary in general, which is alcoho
probl enms, tobacco-related illnesses, and injuries,
particul arly accidental and unintentional injuries.

So that's sort of the brief of what we're
doing in terns of the Population Health Plan. The
ot her thing you should be aware of is that the DoD in
particular is getting out the Preventive Health Care
Appl i cati on, which is an application that's
specifically designed to help inprove the delivery of
clinical preventive services. It has three nodul es,
one which is basically a rem nder systemthat covers
the screening, counseling, and immunization and

prophyl axis, tenets of the U S. Preventive Services
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Task Force Quidelines, and that rem nder system can
help rem nd providers and clinic personnel of when
i ndividuals need certain preventive screening type
activities.

The second nodul e is one on i nmmni zati ons.

It's being devel oped currently. It will replace the
current |egacy systens of the various services but
integrate it wth the other clinical preventive
servi ces package.

And the last one is a conputer-based
version of the Health and Evaluation Assessnent
Review, which is a kind of health-risk appraisal and
utilization managenent tool that we're using in the
military.

The last information that | had in
addition to that is what Colonel Trunp already
nmenti oned, which is that we're going to be doing a
conprehensi ve report on Sout hwest Asia surveill ance
activities, and that will cover not only DVBI but the
pre and post assessment tools, the hospitalization and
injury data, outpatient visits, and so on, and it's
going to be a tri-service activity and a very detail ed
report that will help us kind of [earn where we are,

how wel | we're doing, and where we're going to go with
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that, and that's hopefully something that we can
present maybe |later to the AFEB when we get the report
together for Health Affairs.

The last thing was the Air Force Morbidity
and Mortality Report. | had detail in that on the
slides, but what I'd like to say is that in 1996, our
Force Health Protection and Surveillance Branch,
formerly Epreach (phonetic) Services, had put together
a report which according to Col onel Thonpson -- and he
can tell nme a little bit nore about this -- but it
t ook the equivalent of three people about nine nonths
to put together that report.

Now that we've autonmated the systens,
i ntegrated many dat abases, we've al so devel oped an Ar
Force nortality registry, that's taken about what, two
peopl e about two weeks to put together.

So that helps give you just kind of a
bel | wet her of where we've gone and where we are now in
being able to assim |l ate sone of the data that we need
to assess our popul ation. Thank you.

Any questions?

DR FLETCHER: Just one comment. Since
|"ve been on the board -- '93, Dennis, | guess we've

been on the board since '93 -- 1've been very
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i npressed wwth the Air Force's thoughts and processing
in prevention. | think this is very inportant to what
we do on the board. W do a |ot of disease control
but | really believe that what we are doing and a | ot
of your activities have been in prevention and health
mai nt enance, and | applaud you on this. Hopefully we
can continue this and maybe hear nore about it |ater
in this neeting.

COLONEL BRADSHAW  Fortunately, | think
we're all heading in the right direction | believe on
that. Anything el se?

DR. PERROTTA: Thank you, Col one
Br adshaw. Commander McBride, Preventive Medicine
O ficer at the Navy Bureau of Medi cine.

COVWANDER MCBRI DE: Thank you. I
appreci ate the opportunity to speak just for a few
nonent s about preventive nedicine in the Navy and the
Mari ne Corps. As the third speaker here -- or
actually fourth, so far nuch of what | was going to

say has already been dealt with, so perhaps ny renarks

will be even shorter, and you' |l benefit fromthe fact
that | don't have any notes. | was going to speak off
of nmy slides. So perhaps this will even be shorter
i ndeed.

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




26

But | did want to nake a comment about
some of the things that we've been doing in the Navy
and the Marine Corps wth regard to preventive
medicine, and if you'll indulge ne for a nonment, |
wanted to further acknow edge, as Captain Beddard
indicated this norning, that we in the Navy are
celebrating the 50th anniversary of the Navy
Envi ronnmental Preventive Medicine Unit, of which we
have four. | had a slide that was in ny presentation
t hat shows where these were, and | think nmany of you
know this, but | thought that since we're here being
hosted by one of the EPMJs, we woul d just acknow edge
that and indicate that we have one as you nmay know in
Sicily, one in Norfolk, Virginia, one here in San
D ego, and another one in Pearl Harbor in Hawaii, and
they do wonderful work for the Navy and particularly
for the Fleet Marine Force.

The other point | wanted to share with you
is concerning our efforts with the varicella vaccine.

Though we' ||l hear quite a bit about it |ater today, a
coupl e of years ago we went out in a significant way
with varicella, and as we'll hear from Commander Ryan
|ater, we've had a very positive experience wth

varicella vaccine at the Recruit Training Center at
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Great Lakes, and we've been a little less than
vigorous with this with the Mirine Corps Recruit
Depots in Parris Island and in San Di ego, but the one
in San Diego has recently started this, and we're
hoping as Parris Island starts very soon that we'l|l
have a positive experience with that.

W're anxious to hear what the Arny
experiences, and so this is an issue that's in sone
flux, but we feel fairly confident that we'll have a
good experience with the use of the varicella vaccine
with the Marine Corps Recruit Depots as we've had with
RTC Great Lakes.

| wanted to just make a conment or two
about the Navy Disease Reporting System | don't
bel i eve we've shared this with you, but over the past
year or so, we have fielded an automated reporting
systemthat has taken the place of kind of a hard-copy
reporting systemthat has gone fromthe Navy units to
the central Navy Environmental Health Center reporting
reportabl e nedical events and di seases, and we have
obtained this fromthe Air Force, so it has many of
the features of the programthat the Air Force uses,
and we're very pleased with this. 1It's not been out

all that long, and we're still learning fromit and
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getting it out, but we feel this will be a very
hel pful tool in allow ng trends and anal ysis both at
the local level or at the EPMJ level, as well as
pushing this data to NEHC, the Navy Environnental
Health Center, for further analysis and reporting.
NEHC generates a nonthly publication that's entitled
the -- that we call NVBR, the NMSR, the Navy Medica
Surveillance Report, which shows a lot of this
i nformati on and many people are finding to be a very
hel pful resource. And of course much of this data is
further pushed forward to the Defense Medica
Surveillance System for further anal ysis and
reporting.

Just a word about Atsugi. Some of you
know of the concerns that have occurred there. W
have a naval air facility in Japan that's adjacent to
an incinerator which operates al nost continuously, and
there's a real concern about air quality and a nunber
of ill health effects, and they're in the throes of a
conpr ehensi ve health and environnental assessnent that
should be finished probably the first part of 2000
with a conprehensive report, peer reviewreport to be
rel eased | ater.

The Bureau of Medicine, in conjunction
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with the NEHC had proposed at the request of the Chief
of Naval Qperations a nunber of things to do about
this, and anong them were limtations to the terns
t hat people would stay there for the duration of their
duty, but these were not accepted, and they wanted to
wait until this conprehensive evaluation cones
forward

So this is a continuing issue, a real
concern for a lot of the folks that go to Atsugi.
There is a vigorous effort to screen people before
t hey take assignnment there, and their famly nenbers,
to determne if they have any acute respiratory
di sease or chronic illnesses that need to be
acknowl edged before they go there, and occasionally
people are turned away because they don't pass the
criteria to be assigned there. But we're anxious to
see what that will go, and that night be sonething
that will have real inpact on other areas because, as
you may know, a nunber of our other bases and
activities, not only in the Navy and the Marine Corps,
but the other services that are overseas where sone of
the air quality standards are not as high as they are
in our country, that could be an issue.

Col onel Br adshaw ment i oned t he
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Preventative Health Care Application. The Navy, as
will the other services, we're going out to depl oy
this to a lot of our hospitals, and we're | ooking
forward to that because this will provide a unified
system within all of the DoD to track many of the
clinical preventive services as well as inmunizations,
and we're | ooking forward to that.
| just wanted to take a nonent about two
ot her things. Colonel Bradshaw al so commented on the
DoD Prevention Plan. | think it's of interest to the
board because this started last year as a
conprehensive effort froma very high |Ievel from DoD
This is chaired by CGeneral Roadman, the Air Force
Surgeon Ceneral. | believe it's actually called the
Prevention, Safety, and Health Pronotion Commttee
where they have representations from each of the
services, and the three-pronged effort 1is the
reducti on of al cohol consunption, tobacco cessation,
and injury prevention. And each service has taken one
of those three arns of the effort for action, and this
is an effort that we're very involved in, and we're
hopi ng for sonme very good things to foll ow.
The last thing I want to comrent on is

concerning an i ssue that devel oped | ast week. Many of
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us watched in the news with the unfortunate situation
in Kosovo and the Bal kans there, there were nany of
the refugees who were targeted to be taken to
Guant anano Bay to be housed there tenporarily, and so
the Navy was preparing that area there to receive
t hese refugees, and we were asked at the Bureau of
Medi cine to provide sonme reconmendations on -- wth
regards to certain i muni zations or counterneasures to
apply to these popul ati ons as they were bei ng prepared
to be transported to GIMO, and as we spoke with ny
col | eagues anong the preventive nedicine officers in
the other services, we recognized that it didn't
appear to be a standard uniformed tenplate or |isting
of screeni ng nmeasur es and count er measur e
recomendations that could be wutilized when we
screened people for humanitarian novenents or refugee
situations, and it appeared to be a little of a lack
of coordination anong sone of the commands and what we
call combatant commands, the SouthCom the EuCom in
organi zing this, and then as you can appreciate, the
UN Commi ssion, Hi gh Commi ssion on Refugees and the
State Departnment and a |lot of other players were
i nvol ved, but it appeared to us that perhaps one thing

that we <could do from the preventive nedicine
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community is to provide a kind of a tenplate of
screeni ng recomendat i ons and count er measur e
recommendations that would be of value to give to
these folks as they are faced with these kinds of
situations to provide sone -- that's consistent and
nmeani ngf ul and they can use.

And so this is what we're going to be
trying to do in the near future, and it may be
sonething that we'll want to present to the AFEB for

your evaluation and coment at a subsequent neeti ng.

And so hopefully we can do that, and that wll be
meani ngf ul .

One nore thing if I may just -- if you'l
permt nme, about Anthrax. | just wanted to comrent

that on the Anthrax vaccination inplenmentation or
i mruni zati on program adverse events are tracked very
cautiously, very -- as closely as we can. There's a
ot of public interest, public scrutiny over these
t hings, and there are voices in the public that fee

that the DoD has not been reporting the adverse events
as appropriately as we can or perhaps not allow ng
vaccine recipients to submt adverse reaction reports
t hrough the Vacci ne Adverse Event Reporting System

But we have tried everything we can to
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| ower the bar, to allow people to nmake reports. W
want to find out what the concerns are. And
t hankful |y, there have been very few serious systemc
reactions, and the vast mpjority of them are the
expected ones that we see with local-site reactions
and ones associated with that.

There have been -- and this is as of
several days ago -- 49 adverse reactions reported to
the DMSS that reflect adverse events associated with
Ant hrax that have been received by VAERS reports from
the DoD. And there's 24 additional ones that they
have gotten. Sone of these cone from the FDA that
providers and patients submt to the FDA instead of to
t he service channels, and the FDA -- and we have to
get themto change this -- they have been redacting
these so conprehensively. They stroke out the nane
and the social, and we can't really tell what service
t hese people are from And so it's hard to find
out -- to verify these and to anal yze these, but the
DMBS -- the FDA has been very good about sending them
t hese VAERS, these photocopies of VAERS, but, bless
their hearts, they cross out the nane and the
provider, and | think they're very concerned about

Privacy Act issues and what not, but they were working
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on doing that because we feel it's inportant to
identify these and that we can validate them and
report them but there's about 24 of those. |If you
total this up, it's less than 80, but we know that
there's probably nore adverse reactions, but
thankfully, it's unlikely that there's any serious
ones, but that's just an issue | share with you.

Are there any questions that | can
entertai n about preventive nedicine in the Navy or the
Marine Corps or anything |I've shared with you?

DR. PERROTTA: Professor Baker.

PROFESSCR BAKER  Commander, you nenti oned
t hat each of the three services sort of with the DoD
Prevention Plan has adopted one of the three major
focuses of interest. Wich service and which probl en?

COVMANDER MCBRI DE: Dana, if | get this
wong, help ne, but the Navy has taken on the al cohol
control . The Air Force has taken on the tobacco
cessation, and the Arnmy has taken on the injury
prevention effort.

COLONEL BRADSHAW All three are invol ved

in all three areas. It's very nuch a cross-service
I ssues. Just the lead for them is the different
servi ces.
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DR PERROITA: The question is a good one
because, in hearing that story, clearly | wanted to
rem nd you and any of the other PM3s or any other of
the Arnmed Forces staff that you have not only -- you
have a body of people who are interested and experts
you can use on this board, and one of the exanpl es was
going to be, gee, we have a few recogni zed experts on
injury, and it would be very nice that you access
t hose people as you do the work rather than waiting
until a report's being printed up and then you get a
bl essing, because | think that would really be
hel pful .

The Atsugi, if | pronounce it correctly,
remnded nme that we have environnental health
specialists here as well. Doctor Anderson from
Wsconsin is well recogni zed in environnmental medicine
and environnental public health. So | reconmend t hat
as you do your work that you utilize board nenbers
directly, not just at the quarterly or the three
nmeetings that we have here, as nuch as you feel that

you can possibly do.

COMVANDER MCBRI DE: | appreciate that
coment . If 1 could say further, | kind of
anticipated that, and | was considering this
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di scussion. | renenber that [ast year there was quite
a bit of effort with one of the subconmttees on
al cohol control, and there were sone very profound
recomendati ons that cane through.

To be honest, | don't know if these have
been fully enbraced or acknow edged from the effort
that | believe the Air Force has kind of been
responsi ble for, but that's sonething that we've been
remss if we haven't actually acknow edged those and
| ooked at those to see if those can be incorporated
into this effort, and subsequent things we do need to
recogni ze the expertise of the board.

There was anot her question?

DR REINGOLD: Just in terns of follow up
of that, I would also point out that one board nenber
who's not here today, Ronny WAl dman, is actually quite
one of the world s leading experts in the area of
refugees and the needs of refugees. So in terns of
the issues you put forward about potentially draw ng
up guidelines with tenplates or things for dealing
with these sorts of situations, Doctor Wl dnman woul d
certainly be an inval uabl e resource.

COVWANDER MCBRI DE: Thank you very nuch.

That's very good to know.
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DR LA FORCE: Yes, | would also add that
t hose tenpl at es have been --

DR PERROITA: State your nane.

DR LA FORCE: |I'msorry. Marc La Force.
Those tenpl ates have been devel oped, and just I|ike
Art pointed out, Ronny participated in a WHO UNI CEF
H gh Comm ssion panel to actually develop the
screeni ng of refugee popul ati on and what you need to
pay attention to first, second, third, fourth.

COWANDER MCBRIDE:  Yes. | can appreciate
that, and our intent was not to reinvent the wheel but
to identify where these are out there and then bring
theminto our effort and kind of color them for our
purposes for the DoD because there are unique
requirenents that we have to fulfill and that
things -- we may need to tailor those to neet our
needs, but this just came to mnd |last week with the
busi ness with the Kosovars and how we cane so close to
having to receive them at GIMO, and as you know,
that's been turned off, but | though I'd just share
that with you.

DR. PERROTTA: Doctor Haywood.

DR. HAYWDOD: On the Anthrax reactions,

could you tell wus roughly how many -- what's the
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nunerical basis for those nunbers?

COMVANDER MCBRIDE: Yes, | can. | had a
slide for this. Let ne share it with you here from
the podium Wthin the Arny, there are 14 adverse
reactions that were received from VAERS that were
characterized as mld or noderate | ocal reactions and
five fromthe Air Force. There were none fromthe
Navy so far. The Navy's had two severe |oca
reactions. The Arny's had four severe |oca

reactions, and the Air Force has had one severe | ocal

reaction.

The systemic reactions, which typically
are not limted to the local site of vaccine
adm ni strati on, it may be associated wth a

generalized rash or perhaps even we've had sone
reports of people fainting or having sone
| i ght headedness or maybe even a | ow grade fever.

The Arnmy's had nine system c reactions,
Navy three, and the Air Force 10. The Marine Corps --
you may appreciate this -- their nunbers have been
very few. The Marine Corps has had one adverse event
reported through VAERS that | have record of here.

The nost profound reaction that we' ve seen

that |"'maware of was in an individual that after the
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receipt of the second or third vaccine dose
experienced a GQuillain Barre syndronme and was rat her
profoundly effected for several days and required
medi cal evacuation from the Persian @ulf area, was
taken here to San D ego and was cared for for a period
of time and thankfully has done very well. Over a
period of tinme he was on restricted duty but has
conpletely recovered and is back on his ship and is
doing well, but it's not -- he won't receive any
further Anthrax vaccinations.

DR HAYWDOD: And this is froma total of
approxi mately how many total ?

COMVANDER MCBRI DE: Seven hundred and
si xt een thousand doses.

DR. HAYWOOD: Pardon?

COMVANDER MCBRI DE: Seven hundred and
si xteen thousand doses as of 30 March. Reports work
out -- VAERS reports per doze it was .007 percent.

DR PERROITA: (kay. Thank you Conmander.
M ke.

DR ASCHER M ke Ascher. Do you have any
nunbers of the incipient epidemc of personnel actions
for refusal getting a |ot of press out here, how many

peopl e have refused and are in personnel action for
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this issue?

COLONEL KARWACKI: It's relatively lowif
you consider it. Dozens at nost.

DR PERROITA: Commander Tedesco is a
medi cal officer at the Coast Cuard.

COMVANDER TEDESCO Good nor ni ng. [ m
Mark Tedesco. W' Il have the |ow technol ogy slides
that | brought al ong as a backup.

DR. PERROITA: The one that works.

COWANDER TEDESCO:  Unl ess the bul b bl ows
out, which has happened al so.

["m from the Coast CGuard. Rear Adm ral
Johnson, the Director of Health and Safety for the
Coast CGuard does sends her regards and greetings.
Sonme of you may recall when | briefed you at the | ast
nmeeting | introduced Sharon Ludwi g. She was an Arny
nmedi cal or preventive nmedicine officer, left the Arny
| ast June and cane aboard the Coast Guard in Decenber
and had been in the Coast Guard for three days at the
| ast neeti ng.

I can't say that the doubling of our
medical work force from one to two has had a
remar kabl e synergistic effect. Sone things have noved

from the preconception stage to the fetal and even
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infancy stage. | do want to thank her for assistance
in making these slides also. Whenever we get a
chance, we'll go to the next slide.

["Il just go -- we can go to the third
slide, but I'll talk to you today about four different
topi cs, Anthrax program ARD surveillance, varicella
out break that we had just about a year ago and the
gastroenteritis outbreak that we had about a nonth
ago.

W are nowhere up into the hundreds of
t housands of doses in the Coast Guard. Right now with
just folks that are deploying -- we only vaccinate
t hose who are deploying with naval task forces, and
we're coming up on our second deploynment in the near
future with about 300 fol ks getting the vaccine. That
pronpted our first refusal about a week ago, and the
guestion marks nmeans that | don't know the status of
t hat now, but he enjoyed about six to eight hours of
counsel i ng and education from various personnel aboard
the ship but is still refusing, and this kind of
hi ghlighted very well what we have been heari ng.

There's a vast anount of very good
di sinformation or msinformation out there where a | ot

of the information out there is true, and then there's
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kernels of incorrect facts or msleading facts that
are |eading sone of these young, inpressionable
sailors and soldiers | think astray, and we were
fortunate enough to be part of the work group recently
that net to go over the educati on and communi cati ons
plan, trying to update that and counter sone of this
m sinformation that's out there. Next slide please.

W attenpted to get an ARD surveillance up
and running the past couple of nonths at Cape My,
which is our big basic training center, simlar but
much smaller than the Geat Lakes Naval Training
Center, interacting wwth both GEIS in the Air Force,
Project Gargle (phonetic).

What we wanted to do was start with five
to 10 specinens a nonth, realizing that as this got up
and running, we would have to develop an MOU with the
Air Force. W anticipated starting this in March, but
that five-nonth w ndow where Sharon Ludwi g was out of
the Army and not yet in the Coast Guard, she was able
to avoid her influenza vaccine, and the day she was to
travel to Cape May to inplenent this plan, she cane
down with a very bad case of influenza. So she has
said she will be getting the vaccine fromthis point

f or war d. So sonmetinme in the next several weeks we
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anticipate getting her back up there and getting this
program under way. Next side pl ease.

DR. PERROTTA: Hands-on preventive
medi ci ne.

COVWANDER TEDESCO  Exactly. We thought
probably it also wouldn't be good for her to go up
there and becone the index case anpongst a bunch of
recruits.

VW had a varicella outbreak |ast June that
the CDC went up and ran a case investigation for us.
Six varicella cases, four zoster cases, and reading
the report it's fairly clear that those zoster cases
were unrel ated but happened to be in the general area
tenporally. W lost a nunber of nan days due to a
conpany being confined to quarters as well as the
fol ks who were actually sick each | osing about eight
to 10 days and probably being recycled into the next
recruit conpany. Next slide please.

Sonme of the interesting findings we got
t hough is they went through and did a history, fairly
extensive questionnaire on everybody at Cape My at
the tine -- and we had a nice captive popul ation --
and also did I G screening on all these folks to see if

they were anti body positive or not. And what we found
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was the folks who did report a positive history, the
positive predictive value was about 99.1 percent,
which was fairly good. The folks who were negative or
uncertain of history, which there were about 12
percent, it turns out that nost of them also were
positive by serol ogy. However, at the present tine,
because we don't have the ability to do nass
screeni ng, what we have chosen to do as a tenpori zi ng
measure at least until we can do nore with this is go
ahead and imunize anyone Wwth an uncertain or
negative history at the current tine.

What we predict we could probably get down
to about four percent of new recruits who truly do
need the vaccination, but we are catching nost of
t hose by doing the uncertain or negative histories.
So we shouldn't have an outbreak Iike we did. Next
sl i de pl ease.

Also just recently we have an advance
training center for our enlisted in Petaluns,
California, and just about a nonth and a half ago, we
had a -- 61 cases of acute onset of diarrheal and
gastroenteritis illness breakout there, very simlar
to what you would see in a Norwal k-type virus. About

two weeks later, a local high school broke out with a
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simlar episode. Next slide please.

Wiat we found was there was no difference
bet ween cases and controls. We actually train our
food service personnel there, but they live and train
separately. For sonme reason the folks on the base
don't eat the food that the food service fol ks cook.
They're in a separate contract facility.

No one in the food service cafeteria
there, the ness hall, none of the workers there
actual |y devel oped this disease. So we have not truly
figured out where these -- where the indexed case cane
fromor where the point source was. But -- and the
other thing is we only |ooked at active duty folks.
There were a nunber of famly nmenbers who we only see
the active duty folks at our small clinic there. So
the famly nenbers went el sewhere. W are expecting
cultures back and are very suspicious of a Norwal k-
i ke virus.

And the fact that sonme of those depictions
of a small round structured virus on the bottom | ook
| i ke pepperoni pizzas make no -- no mnd of that that
pepperoni pizza was the actual true source.

That's the update fromthe Coast Guard at

this point subject to any questions you all nay have.
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DR PERROTTA: Any questions for Comrander
Tedesco?

COMVANDER TEDESCO | know we' ||l get into
the varicella issue a lot nore in depth |ater today.

DR. PERROTTA: You bet.

COMVANDER TEDESCO  Thank you.

DR. PERROTTA: Col onel Warde. Col one
Warde is our British Medical Liaison Oficer
Appr eci ate you coni ng.

COLONEL  WARDE: Thank you, Doct or
Perrotta. Ladies and gentlenen, 1'd just like to
report two recent developnments which have been
initiated by the British Surgeon CGeneral. That's our
tri-service Surgeon Ceneral.

The first is on the subject of health
survei l l ance. As part of his information strategy
long-term the Surgeon General has initiated a three-
year program of research into mlitary health
surveillance, and existing British mlitary health
surveill ance systens are being exposed to externa
academi ¢ scrutiny under a contract, and non-mlitary
heal th surveill ance systens are al so bei ng revi ewed.
G eat enphasis is likely to be placed on the recordi ng

of exposure data, and a health surveillance working
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party has been set up by the Surgeon CGeneral.

And the second initiative, also starting
this nmonth follows the publication in 1998 of a
Cochran review of nuscul oskeletal injuries witten by
Prof essor CGerspy (phonetic) | think at the University
of Edi nburgh, and the working party has been set up by
the British Surgeon General to exam ne and inpl enent
evi dence- based procedures to prevent nuscul oskel et al
injury, especially in recruits and trai nees, and sone
of you may be attending the Recruit Trainee Health
Care Seminar in South Carolina at the end of this
mont h when nore information wll be provided on this.

Now, both these initiatives, | think even
fromthe presentations we've already had this norning,
echo activity here in the US., and | would like to
offer at appropriate times in the future perhaps to
update this board on developnents in those
initiatives, but also nay | appeal to any nenbers of
the board or those active in related areas here in the
U S. services please to let nme know if you would Iike
me to facilitate contact with the workers in the WK
because quite clearly there is scope in both these
areas for cooperation and wultinately we hope

i nteroperability.
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Thank you, sir.

DR. PERROITA: Thank you for com ng.
Li eut enant Col onel Souter.

LI EUTENANT COLONEL SOUTER  Sout er.

DR PERROITA: Souter. | knew I'd get one
of them right. He's the Canadi an Medical Liaison
Oficer. Thank you, Colonel, for com ng.

LI EUTENANT COLONEL SOUTER: Thank you.
I"l'l mention three things quickly, but, again, two of
them at least relate to a lot of what's been said
al r eady.

First, 1've handed out an interesting
little Canadian Forces general nessage that we
recei ved | ast week that | thought m ght be of interest
to the Board on CTD and possible contam nation of
Canadi an | SG

The way this came to pass is the Canadi an
Red Cross went out with a flyer to all health care
workers in the country alerting themto this possible
contam nation and putting on as a requirenent to
i nform peopl e who m ght have received this I SGto be
informed of the risk.

As you read through that nmessage, you'll

see it's nore or less a tenpest in a teapot, but |
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t hought the exercise and the identification of this
t heoretical risk the way we've gone through it woul d
be of interest. It did cause sone concern with our
people who a ot of themdid receive this product in
the 1992 to "94 tinme period. But as the bottomline
says in that piece of paper |'ve given you, their risk
of contracting CID fromthis 1SGis no greater than
the risk of the general popul ation of contracting it.
So, as | say, tenpest in the teapot.

The second thing | would Iike to nmention
is the Canadian effort in support of the Kosovar
refugees. There's been an awful | ot of work done in
Canada. Canada's approach to the refugees was not to
take them of fshore to sone base because we don't have
bases of fshore, but to bring themright into Canada,
flying in through airheads in central and eastern
Canada and then distributing these people into bases
t hr oughout the area.

This was an effort that was to be run by
our citizenship and inmmgration group, but because
mlitary bases were the airhead, the initial
expectation was that the nedical support for the
refugees would conme fromthe Canadi an Forces Medica

Servi ce.

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




50

It quickly becanme apparent that through
our force reductions we've gone through in the |ast
several years, that the Canadian Forces Medica
Services were deployed all over the world and didn't
have anything left in the country to | ook after these
people. Again, this is a lesson learned | think that
you m ght want to take onboard.

The real critical shortage in-country we
had was physicians and X-ray facilities of all things.

W did have sonme X-ray facilities, and if we were to
give themout, it would have prevented deployability
of our field hospital which we keep on an i medi ate
st andby.

There were sonme other interesting things
that came out of this. The screening thing, we went
through it for a week and a half. It's been settled
in the last day or so. But, again, it's repeating
what's been done before, getting the right people at
the table with the information. W do have a
screening and a vaccination program set up for when
the refugees arrive. W don't expect to see any for
at least a week if any at all. W have people on the
ground in Macedoni a | ooking at the canps and all the

rest of it.
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The other thing that | think m ght be of
interest to this group was over the last week and a
hal f, there was an initial scranbling and confusion as
to how the Canadians would respond to this, but we
found that over this 10-day period that there's been a
coal escing of groups that are responsible from the
federal provincial right down to the mnunicipal and NGO
| evel that have developed a very effective program
t hrough a series of neetings and conference calls, and
they are set to go at this point in tine.

The last issue | wanted to nention, and
"Il gointoit alot nore later on this afternoon, is
that we still have concerns in Canada on the Anthrax
vacci ne issues, and what |1'd like to point out to the
board is we al so have an adverse effects study with an
active surveillance program ongoing at this tine.
"Il present the prelimnary results of that this
afternoon, but what we would like to do is to get the
final results of that out to this group before we
actually go to publication. |'mnot too sure how --
what mechanismwe' || use, possibly this health affairs
thing that's comng up in May. W should have the
results then, but 1'd be prepared either nyself or to

have sonme of our people conme down and present that
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study at that tine.

Any questions?

DR PERROTTA: Thank you. Any questions?
Appreci ate you com ng down. Not on the |ist but has
been with us for a while and | understand is noving
closer to where we are right now is Lieutenant
Commander Fallon with the Marine Corps. Ann, do you
have anything to update?

LI EUTENANT COMVANDER FALLON:  Yes. | wll
be transferring this sumer to Canp Pendl eton to the
First Marine Expeditionary Force. "1l be the
Preventive Medicine Physician there. And |I've enjoyed
serving with the board. 1It's been a short tine, but
I"ve really enjoyed it.

Most of the Marine Corps issues have been
presented with the Navy presentation. Thank you.

DR. PERROTTA: Thanks again. Good | uck.

LI EUTENANT COVMANDER FALLON:  Thank you.

DR. PERROITA: Just to show you that we
can be indeed flexible, our host have nmade sone
arrangenments to see if we can't renmedy our electrical
and conputer problens. And so if you don't mnd, if
we woul d nove our break up to the beginning, that is,

right now, and if we can rejoin exactly at 9:00 a. m,

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




53

which is about 14 mnutes or so, then we'll do that.

(Wher eupon, a recess was taken.)

DR. PERROTTA: It appears that our
t echni cal difficulties are getting ironed out
hopefully. They're better, okay.

Let's go ahead and take up the question to
the board. Commander MBride, would you |like to start
this? Do you have any other notes, Ben?

COVMANDER MCBRI DE: Thank you, Mjor
Fi sher and Lieutenant Lee.

COLONEL DINIEGA:  Excuse ne. Can you read
t he question?

COVVANDER MCBRI DE: | can. | have it
ri ght here.

COLONEL DI NI EGA:  Ckay.

COVMANDER MCBRI DE: Once again, good
nor ni ng everyone. Let nme read with you the question
to the board that was submtted regarding Lyne
vacci ne. | think all of you have it, but for the
record I'll read it. This is a nmenorandum to the
Executive Secretary, Armed Forces Epidem ol ogical
Board, Subject: Use of Lynme Vaccine anobng Service
Menbers.

"Request the Board review available data and
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provide a recommendati on concerning the use of the
recently licensed Lyne vaccine anbng active duty
Servi ce nenbers.

Request the following courses of action be
consi der ed:

Establ i sh the vaccine as a routine requirenent of
all service nmenbers.

Require the vaccine be adm nistered as a routine
requi renent for sel ected occupational groups.

Require use of the vaccine only to Service
menbers in specific high-risk or geographical regions.

If option (c) is recommended, provide a required
period of tinme for which a nmenber nust either be in
the high-risk region or nust be anticipated to remain
in t he hi gh-ri sk region before vaccination
adm nistration wll occur."

So that was the question to the Board

regarding the use of the vaccine. The question did
include a couple of likely scenarios. It's not
conpr ehensi ve, of course. There's other ways to
consider this. But what |I thought I would do in just
the few nonents that we have this norning is do a
qui ck review of the presentations that were given to

the Board i n Decenber
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I was asked by Colonel D niega just to
hi ghl i ght sone of the presentations and the points and
the data that were shared with the group back then,
and nmuch of what | wll be presenting is just a
t hunbnai | sketch of the data that was given |argely by
Col onel Sanchez wi th assistance fromthe fol ks at the
Arny's CHPPM as well as sone material | received from
Sm t hKl i ne Beecham

["I'l try to nove swiftly through this
because | think many of us know sonme of the basic
fundanmental s of the vaccine.

The first point was that -- | just wanted
to get this thing working if | could. Here we go.
Did I go past that?

DR. PERROTTA: Yes, you did.

COVWWANDER MCBRI DE: Well, you can forget
trying to figure out howto get to the back -- | think
we' re okay.

Just ever so briefly, Lynme D sease is a
mul ti-system di sease that has different stages. An
initial stage, and of course it has |ong-term sequel a,
typically associ at ed Wi th neur ol ogi c or
nmuscul oskel etal difficulties, the nobst conmmonly

di agnosed vector-borne disease in the United States,
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and it has a significant regionalization of its
endogenicity. W find that it's nostly concentrated
in the northeastern parts of the United States, along
t he upper mdwest, and also in the Pacific coastal
region, and it's a -- the data that's been recei ved by
the CDC over the | ast several years, there appears to
be a significant trend where the incidence is
increasing, and that's been fairly well identified.

There's a binodal age distribution
associated with Lyme Di sease. W see a clustering of
young children and adol escents as indicated there and
in adults over the age of 30. Next slide please.

Wll, just a few quick characteristics of
the vaccine. 1t's a genetically-engineered vaccine.
It's a reconbi nant vaccine that contains the surface
protein from the Borrelia burgdorferi, and it
stinulates antibodies against the organism the
bacterial spirochete, but it's specific to the strain
that causes nost of the infections in the United
St at es.

Though it's recogni zed that Lyne Di sease
is seen in other parts of the world, the vaccine
that's licensed by SmthKline that we're considering

t oday has not been found to show protection against
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t hese other strains in other countries.

The hypot hesi s of how t he vacci ne works or
its mechanismof action is that once an individual is
i mmuni zed and there is a tick that takes a bl ood nea
fromthis individual, the tick takes into it's md-gut
the antibodies that actually kill or inactivate the
bacterion in the md-gut of the tick, and this then
thwarts the infection, and one presumably does not
beconme infected or fall ill.

It needs to be acknow edged that the
vacci ne does not prevent the tick from biting the
i ndi vidual, nor does the vaccine prevent the tick from
infecting the individual wth other types of
i nfectious agents, but it does apparently -- this is
t he hypot hesis of how this achieves its mechani sm

And, as we know, the wvaccine is
adm nistered intramuscularly on a three-dose series
given day zero for exanple then one nonth and then at
12 nonths. Dana, thank you.

Sone additional characteristics: It's
[imted to individuals between the ages of 15 and 70.

It has not been found -- it's not been licensed for
the use of individuals under the age of 15 or

children, and this is kind of an interesting point
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because many of the people who contract Lyne D sease
are in a younger age group.

"Il say that the rmanufacturer s
submtting or is in the process of seeking a
recommendation or a |licensure from the FDA for

adm nistration to individuals under the age of 15.

And also, if | nay, about the dosing
regimen -- and this is kind of inportant | think as we
consider the use of the vaccine -- currently it's

licensed to be given over a period of 12 nonths, but
t he manufacturer is seeking fromthe FDA approval of a
shortened vacci ne adm nistration fromzero, one, and
two nont hs. And |I'm told that it's likely that
this -- a determination wll be nade on this
recommendation later this cal endar year, and so that
will be very interesting.

Anyway, very quickly, after three doses
protection, in the efficacy study, the pivotal
efficacy study that was done on the wvaccine
denonstrated about 78 percent effectiveness against a
definitive diagnosis of Lyne Disease. This was
characterized by individuals who were found to have
the classic synptons of Lyne D sease, you know, the

Erythema m grans, the other nmanifestations, as well as
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a | aboratory determ nation through Wstern blot or
some other |aboratory confirmtion. It protected
i ndividual s 75 percent froma definitive diagnosis of
Lynme Di sease.

In individuals that had asynptomatic Lyne
D sease -- they had no synptons, no clinical findings
that suggested Lyne D sease, but they did have
serologic markers or positive |aboratory tests -- it
protected 100 percent of the tine in this case.

And in individuals that were characterized
as possible Lyne D sease -- these were individuals who
may have had Erythema m grans di agnosed by a physician
provi der but did not have any | aboratory confirnmation
or they may have had a flu-like synptom or flu-like
illness wth sone | aboratory confirmation, individuals
in those categories were classified as possible Lyne
Di sease -- the protection as you see was 48 percent.
And you'll note the confidence |imts there are
general |y rather broad.

Wth regard to the side effects and | ocal
reactions, they do not appear to be striking. Mich
i ke any other imunization, local injection site
reactions predomnate and sonme mld swelling, swelling

and redness and occasionally sone flu-like synptons.
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Dana, please.

Wel |, what about the incidence of Lyne
D sease across the country? Very briefly, we
indicated that the rate seens to be increasing over
the past several years. |'"ve selected the top 10
states and reflect their nunbers of cases and then the
cases per 100, 000.

As you can appreciate, the state with the
hi ghest i ncidence of Lyne D sease is Connecticut, with
over 3,000 cases, with a case per 100,000 rate of 94,
and then it goes down through Massachusetts.

If you look at this, we don't have any
real significant concentration of mlitary individuals
in these states, with perhaps the exception of New
York where we have West Point and sone activity in New
Jersey, but not significant forces in these states.
Next slide pl ease.

Vell, let's talk about Lyne D sease in the
mlitary. There's a few points. Wth regard to the
data that was reported in Decenber to the AFEB --
these data are collected by the Defense Mdica
Surveillance System and the reporting bias is in
favor of severe, easily recognizable cases that

present to the nmedical treatnent facilities, and they
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of course exclude those cases that are reported
t hrough civilian hospitals or civilian providers that
don't cone to the attention of the DoD or the mlitary
treatment facilities. And we recognize al so because
of the rather unique features of our population, an
i ndi vi dual nmay present for care and becone di agnosed
as having Lyne Disease at one nedical treatnent
facility, but the infection could have occurred a
wor |l d away, you know, in a far different |ocation, and
that's a limtation of the data that we look at with
regard to the incidence in the mlitary.

And, of course, the way it's currently
coded, there's no distinction between acute and
chronic Lynme D sease in our data. And then outpatient
data -- I'll comment on this in just a nmoment. W
have data that was not presented to the Board in
Decenber from the Anbul atory Data System which over
the past two years has provided us data regarding
out patient visits.

This is really unreliable with respect to
definitive diagnoses because people present to a
clinic, and it's thought that the presunption of
di agnosis mght be Lyne D sease. This wll be

applied, and then if it's ruled out, we can't go back
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and take that out of the system |It's already applied
there. And so it's interesting to see that data, but
it my not be conpletely reliable. Dana, please.

A few other poi nt s. Now, in
contradi stinction to the incidence of Lynme D sease in
the United States, in the mlitary the incidence rate
appears to be di mnishing over the past several years.

From 1990 to 1998, we see an overall trend of the
data -- of the incidence rate dimnishing. There's
two little spikes at a couple of years, but they're
not significant, but the overall trend is for a
dimnishnment in the rate of Lyne Di sease. And the
overall rate within the DoDis around 1.3 per 100, 000
person-years. Next slide please.

This indicates the Lyne Di sease incidence
by service, and you can see that the arny has the
predom nant nunber of cases. This was data that
Col onel Sanchez presented in Decenber, and we may talk
a little bit about what could be causes for this
difference in a forthcomng slide. Next one pl ease.

Now, this is data that wasn't shared with
you in Decenber, again fromthe Anbul atory Data System
within the DoD. Again, we see that the Arny has the

predom nant nunber of cases, and the Navy at 79, Air
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Force at 78, Marine Corps even |ess, and then we've
thrown in for Conmander Tedesco's benefit a half a
dozen cases fromthe Coast CGuard, for a total of 354
cases.

This data is over the past two years. W
do not have data beyond 1997 fromthe Anbul atory Data
System Next slide please.

Vel |, what are sonme of the trends we have
found in the mlitary with regard to Lyne D sease?
The age -- wth age, increasing age, the rate
increases. So the older individuals seemto have a
nore |ikelihood of presenting with Lyne D sease. This
is also seen in the civilian data of interest. And
also the rate increases with higher rank. |ndividuals
that are nore senior in rank appear to have a higher
rate of Lyne infections. And the -- as was
denonstrated in the data that was given to the Board
in Decenber, the highest incidence rates are
associ ated with health care personnel, substantially
so, which is kind of interesting, and then the rate in
men is alnost three tinmes that of the rate in wonen.

If we take a look at the data per the
medi cal treatnent facilities to see if there's sone

regi onal trends, the nost significant nunber of cases
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are reported in Walter Reed, and | think it's
generally understood that this is -- as a tertiary
referral center, they receive a |lot of cases from
ot her parts of the country, so | kind of tended to
dismss Walter Reed. Beyond that, the mpjority of
cases are clustered around the Arnmy bases and Mari ne
Corps bases in North Carolina as well as the Arny
activities in Kentucky and then Hawaii, and then
beyond that, there's a long stream of states where
there's only three or four cases a year. But, again,
t he concentration of cases are in these three states,
as indicated. Dana, please.

Vel 1, as we conclude the presentation this
norning, what are sonme of the issues to consider?
W've found that there are some significant
differences in both the outpatient data as well as the
inpatient data with regard to services, with the Arny
havi ng t he predom nant nunber of cases.

Could it be that there's sone difference
in conpliance with personal protective neasures? That
has to be considered. There's certainly differences |
think between training and field practices. The
Marine Corps, they oftentines as they transit through

areas are on ships for much of the tine, and their
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activities may be nore associ ated out of the country.
There's all kinds of things to consider, and the tine
t hat people spend in the field conditions, these can
contribute to the differences in the rates between the
services and are just offered for our consideration.

| think there may be one nore slide. This
is kind of interesting. This is in sone of the
pronotional material that the manufacturer has given.
And, as we consider applying the vaccine to mlitary
popul ation, this is kind of a little quiz, if I my,
that's in sonme of the pronotional material that
Sm t hKl i ne Beecham presents, and these are questions
that are posed to an individual. |f they declare yes
to any of these, then they may be at higher risk for
Lynme D sease, and you can read this. It says, "Do you
live in or plan to travel to an area where Lyne
Di sease is endenm c or found," and "Do you have a dog
that you sonetines exercise,” and then "Do you live in
an area popul ated by deer, work outdoors, do outdoor
recreational activities such as hiking, golfing,
canping,” and then "I've had Lyne Disease in the
past . "

That bottom one is significant because

even though one has had Lynme Disease in the past, it
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needs to be acknow edged that this does not provide
life-long imMmunity to Lyne Disease, and so individuals
who've previously had it are at risk also of
devel opi ng Lyne D sease again from anot her infection.

But these are kind of interesting, and it
causes | think about -- those individuals in the
mlitary, we acknow edge that as they get older, we
see the rate increase nore. Are these individuals
that spend nore tine outside perhaps or have nore
accessibility to care? There's a nunber of issues
that were discussed in Decenber regarding that. I
think the final slide is the next one, Dana.

If we kind of as a final sunmmary slide
| ook at recommendation for the use of the vaccine in
the military. Consider -- these are just sone
addi tional thoughts. Consider in high-risk groups
personnel training in endem c areas or occupational
groups working in forested areas or in field
conditions in endemc areas. However, | nust
acknowl edge that in the data that Colonel Sanchez
presented in Decenber, they took the inpatient data
and cut that by occupational working groups, and there
didn't appear to be any significant trends that woul d

suggest one target group. In sone of the Arny
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artillery units or artillery personnel and ground
personnel there, it seened to be sone hi gher nunbers,
but it didn't appear that it was significantly
striking.

O fer the vaccine to personnel who are at
risk through recreational travel activities. W have
to acknow edge that perhaps many of the cases that are
presented in mlitary individuals were because of
recreational exposure and not because they were in
field conditions or in a duty status, and then of
course not particularly for the Board to determ ne but
for the Services with regard to spouses and chil dren,
ot her beneficiaries, what should the guidelines be for
them and it's thought that perhaps follow ng the
recommendations from civilian guidelines would be
sonething to consider for them

Wl |, that concludes the brief review of
the data and the presentation that was given in
Decenber. | just tried to identify sonme of the high
poi nts, review sone of these things, and then provide
t hem for our discussion and the Board's deliberation
today as we pose this question to the Board wth
regard to a recommendation for a use of the vacci ne.

That concludes ny remarks. Are there any
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guestions at this point.

DR.  PERROTTA: Any questions? Doct or
Chi n?

DR CHN Do you have any data as to sort
of general levels of personal conpliance with, you
know, the environnmental personal protection neasures?

COVMANDER MCBRI DE: That vari es. The
short answer is | don't. |"m sorry, but there are
people in the room that m ght be able to speak to
that. Kevin, can | trouble you fromyour experience
with the Marines where you were associating with them
cl osely, do you have any thoughts about the percentage
of them using that?

COMVANDER HANSEN: I don't -- I'm not
aware of any actual data on that. It is certainly
quite variable with an individual unit and how nuch
enphasis a unit puts on it, but | couldn't give you
any dat a.

COMVANDER MCBRI DE: W find that there
have been specific activities |ike in Tandem Thrust,
this exercise that occurred a year and a half ago, the
rates were variable even wthin elenents in a
particular joint activity. | don't think that anybody

has made any study where we can characterize the
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conpliance within even a service wth regard to
personal protective nmeasures because it's so dependent
on the various activities or exercises that one's
wor ki ng on and the enphasis that this is given by the
commander that's on the ground with these personnel.

COLONEL KARWACKI : In response to that,
Col onel Ganble at Walter Reed Arny Institute of
Research a couple of years ago did a study. It was
not service-w de. W can probably get you a copy of
t hat . But, as Wayne said, it's sort of snapshot
information, sort of targets of opportunity in |ooking
at various commands in various situations, but | don't
think any of us in any of the services have a broad
vi ew of how the doctrine is applied across the board
at various places and at various tinmes under various
commands.

DR. CH N The reason | ask that is
because if you have at |east sone sense that
conpliance rates vary trenendously, that's probably
your major factor in differential rates of disease,
and it would seemto nme that, you know, some attention
should be made to increase conpliance as well as
consi dering vaccine. But, you know, just to go to a

magi ¢ bull et kind of solutionis --
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COVWANDER MCBRI DE: That's a good point.
Capt ai n Cunyon.

DR PERROITA: Steve, can you conme up and
speak into the --

COMVANDER MCBRI DE:  You know the drill,
Steve, and then we'll go with C adde and Marc after
t hat .

CAPTAI N CUNYON: Steve CQunyon. There was
talk -- the desert uniforms are now factor
inpregnated. | think there was sonething in effect
that the green unifornms woul d be inpregnated sonetine
in the future. | was just wondering if the date had
been set on that.

COMVANDER MCBRI DE:  Col onel Driggers, do
you know anyt hi ng about that?

COLONEL DRIGEERS: I'msorry. | couldn't
hear the question exactly.

COMVANDER MCBRI DE: He was aski ng about
the inpregnation of the wunifornms with prinmethryn
(phonetic), and |I believe that the question concerns
at sone point all of the unifornms that were issued to
service personnel would be inpregnated, the BDUs or
the field uniforns.

COLONEL DRI GGERS:  Let ne make a few quick
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coments. This is Colonel Driggers. Let ne nake a
few qui ck comments about that.

As we know, since the early '90s, we've
had what is known as the Individual Dynam c Absorption

Kit, which is sonetines called the "old baggie

met hod,” in which individuals can inpregnate their
uni f or ns. This has been available, has not been
greatly availed of, so because of that -- and Doctor

Ganble's study indicated that the people were not
using this. So the best way to try to do the
protection is to actually do the inpregnation or the
factory-treatnent method.

Thi s process was pur sued. The
manuf acturers or the suppliers indicated there were
some conplications. Studies were done wth the
Comm ttee on Toxicology to review the situation, and
the method in which was put together where they would
i mpregnate the fabric and then they would cut it into
uni forms was thought to be unacceptable risk, which
was not necessarily agreed with by nost of us here in
t he room

There has been anot her i npregnati on net hod
that has conme on line within the |last year, year and a

hal f, where it's in an injection nethod. And, if I'm
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not m staken, the Germans use this today, and they
have a portable | aundry that they can inpregnate the
uni f or ns.

What is being done, as we speak they are
i npregnating about 7,000 uniforms in a site in
Florida, and it's going to be -- there's going to be a
user test conducted at Fort Pol k here within the next
two nonths, and the acceptance -- the acceptance of
the soldier in the user test will probably bring about
t he production of the uniforns.

In the last six nonths, we've had 58 stock
nunbers assigned for each size because each size of
both the BDU pants and the shirt -- or the blouse for
both the tropical as well as the desert BDU.

So we are noving on. We've had
conplications with this. The |atest conplication was
the NEPA challenge. It seens to ne -- | don't want to
say that we - - there's been quite a few
obstructionists in the channel, but in ny perception
there have been. There's a |ot of resistance to doing
this because our logistics agency got burnt wth
fabrics that were inpregnated with DDT in the past,
and they want to proceed very, very, very slowy.

So, will we have this in the near future?
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W hope so. W have sone of the CNCs that are
interested in procuring that, and they have a nethod
that the Central Issue Facility say of the Jungle
Training Center could have the wuniforns that are
issued to the people that cone down and do the
training could be inpregnated, and they would be
st ock.

If we still -- however, we go back to the
Comm ttee on Toxicol ogy report, which indicates that
we should only put the people in the uniformif they
are at risk. So the issuance of it to every single
person has been a conplication for that reason.

The ot her issue and one of the NEPA, the
environnental issues that was brought up is what
happens to the waste water when they are | aundered.
These are little technicalities that have to be
overcome, and we have to knock those down, and | think
we're -- within the last couple of weeks |I have been
wth the Ofice of General Counsel, our environmenta
| awyers, and apparently have overcone these chal |l enges
and are proceeding at this tinme. Hopefully we'll be
able to report at the next neeting that the trial at
Fort Polk went well, no adverse effects from the

people. And it's kind of interesting because we' ve
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had these exact sane thing with the exact sanme dosage
in the systemsince the early "90s with no observabl e
adverse effects, but we're being forced to run the
ganut again with the factory inpregnated or the vendor
i npregnat ed uni f orns.

Kind of a long answer, but | think |'ve
covered a | ot of ground.

DR PERROTTA: Doctor Stevens.

DR, STEVENS: | had a question about the
order of magnitude of the problem of Lyne Disease in
the mlitary and how accurate do you think is the data
on the cases and how accurate is the diagnhosis? Do
you think you' re mi ssing cases, overdi agnosi ng?

COMWANDER MCBRI DE:  Wel | --

DR STEVENS: What's the basis for a
di agnosi s?

COWANDER MCBRIDE: \Well, the basis for a
di agnosi s depends on the provider identifying it and
recognizing it, applying a diagnosis to it, and then
having it reported. So there's a |lot of steps that
have to occur there.

| guess the short answer would be | think
that it's probably fairly accurate. The ADS data mnay

be alittle bit overinflated. That woul d suggest that
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of the cases that have been identified, the nunber
that |'ve provided may be a little high over the past
couple of years, but it's anybody's guess. W' re
really uncertain beyond that.

There was -- 1'Il share with you that it
was identified some nonths ago that there would be
real value in doing a sero survey of mlitary
personnel to determ ne the presence of antibodies to
Lynme Di sease, and this was -- we were trying to do
this before so that we could have the data to share
wi th you today, but because of sone difficulties, that
study has not started. Just recently they' ve secured
the funding and laid the groundwork. W have the
sanpl es available so that we're anticipating that in a
very short period of tinme we hope that we can on
several thousand sera for individuals that have been
collected do a sero survey, and on nmany of these
speci mens, there is a specinen that was drawn at the
time the individual cane into the mlitary, and then
there's a speci nen that was done sone years |ater so
that we can then determne -- if these are sera that
are positive, we can then determne were they positive
before they cane onto active duty or not, and that

will be very interesting to identify both presumably
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cases that have cone to attention as well as
asynptonati c cases.

That's | think kind of an inportant piece
of information that we'll have hopefully by the next
time the Board neets | think would be reasonable
anti ci pati on. And, again, that's going to be over
several thousand personnel.

DR. PERROITA: Let's take one nore from
Doctor La Force. Then we need to nove on.

DR. LA FORCE: |I'm going to pursue what
Doctor Stevens brought out, and it's an issue that was
di scussed last tinme. It is ny great suspicion that
t hese cases are really cases of Lyne D sease based on
the fact that you' ve described 354 cases with a rather
unusual epidemology that's not consistent wth

anybody el se's epidem ol ogy, particularly in terns of

the highest rates in health care personnel. That's a
new one. Unl ess we're tal king about chronic Lyne
D sease, where -- and | would just ask you a coupl e of

guestions. One, the last tine, we asked whether it
woul d be possible to distinguish acute versus chronic
Lyne Disease within your surveillance system and
apparently that's still not possible.

So a lot of the cases could sinply reflect
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this entity called chronic Lyne D sease where the
surest -- you can be assured with a great degree of
preci sion that sonebody doesn't have Lyme D sease when
they say they have chronic Lyne D sease. I think
study after study after study has proven that. So
t hat woul d be poi nt one.

Point two, |I'm delighted to hear that
you're going to continue with the serol ogi cal survey
because we di scussed this last tinme as a gold standard
that m ght be able to sort of put a box around this
probl em and answer the question either yes or no.

The ot her suggestion that we had is was it
possible to go back to the Tripler database, because
as | recall, there were nmany cases that were reported
out of Tripler, and there was a sense that that m ght
be a group of cases that one could sinply
retrospectively go back through the case docunentation
on those to get sone sort of idea as to whether they
really ook Iike cases or they weren't cases, and it
was sonething that could be certainly doable.

COMVANDER MCBRIDE: | recall that. Your
points are all excellent. Wth regard to the acute
versus chronic, that's a limtation of our reporting

system W can't really tease that out accurately.
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However, wth regard to cases at a
specific MIF, it's not unreasonable to think that we
coul d perhaps go back and, having identified those,
perhaps do a limted review of the nedical records and
identify what the characteristics of the di sease was
to help understand, you know, were the diagnoses
confirned, was it acute or chronic. W could perhaps
do that in cases that were seen at Tripler or perhaps
Wal ter Reed.

The chal l enge in our population, as you
know, these folks typically rotate and nove. It would
be challenging to track them down, but we don't know
if we don't try, and maybe this is sonmething that we
can go back to the services and | ook at that and then
provide that to you in the future, perhaps at the next
nmeeting. | think that that does have nerit.

DR PERROITA: Let's go ahead and nove on
t hen. Dave.

CAPTAI N TRUMP: M/ obj ective this norning
is to give you an overview of what the ACP
recommendations will be for Lynme Disease. As for ny
job at Health Affairs, I'mthe DoD representative to
the ACIP, the Advisory Conmmttee on |nmunization

Practices, as one of the ex officio nmenbers.
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And the ACIP approved the Lyne Disease
recommendations at the February neeting. Just a
rem nder, though, that until those are published in

the Morbidity and Mortality Weekly Report, they are

not the official recomendations, and | just would
like to give you a sense of what those recomrendati ons
are going to say although the docunent essentially is
finished pending just the approval and publishing
t hrough CDC

It focuses on use of the vaccine as an
adjunct for preventing Lyne Disease, and it really
makes recomendati ons regardi ng vacci ne use that are
based on assessnent of individual risk, taking into
account both geographical risk and the person's
activities and behaviors relating to tick exposure.

The popul ations they look at as far as
being at risk of Lynme Disease, strong focus of this
is -- biggest risk is acquiring it as periresidential,
for individuals who Iive or work in residential areas
surrounded by woods, overgrown by brush, and infested
with the vectors of Lyne D sease, al so those who have
recreational activities that place themat risk such
as hi king, canping, and al so those who engage in sone

out door occupations may be at risk, and the list
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t here.

Prevention and control of Lynme D sease,
it's sone of the things we've tal ked about as far as
avoi dance of tick habitat, certainly the use of
personal protection, things |like doing tick checks and
removal s, prophylaxis and -- appropriate prophyl axis
and/or treatnent after a tick bite, and really
stressing that the goal there is that prophylaxis is
not -- should not be routine or treatnent of suspected
Lyne Di sease. Wth Erythenma M grans and the like it
is nost appropriate.

There should be strategies at the
community or the facility-type level to reduce tick
abundance, that wearly diagnosis and treatnment is
important, and that Lyme D sease vaccine really is one
of the last things to consider.

The decisions to adm nister Lyne Di sease
vacci ne, again, are based on an assessnent of
i ndi vidual risk and the likelihood of being bitten by
B. burgdorferi-infected ticks. That's based on the
density of the ticks in the environnent, and it's
going to vary by place and by season, preval ence of
infection in that population of ticks, and then the

extent with which people and ticks conme into contact,
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by the type and frequency of duration of the
activities in that environment.

W really focus on two steps. One is to
consider the geographical distribution of Lyne
Di sease, and | think as we know, it's highest in the
northeast and north central states. Real |y stress
that the risk varies greatly between regi ons, between
states, Dbetween counties wthin states, between
townships within counties, and that really the best
information on distribution of Lyne Disease risk is
going to come fromthe state and | ocal public health
authorities.

The second step then is to assess the
individual's activities, the things that put them at
high risk such as the frequent or prol onged exposure
to tick-infested habitats at tines of years when the
nynphs are seeking hosts, usually starting in April in
nost areas, the types of activities they are invol ved
in, whether it be recreational, property maintenance,
occupational, or leisure pursuits that nmay put them at
hi gh risk, and how good they are, how conpliant they
are with using neasures such as avoi dance of the tick
habitats and using personal protective neasures to

mnimze their risk
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What | have not provided but I'Il describe
is -- and will be in the final report is a national
Lyne Disease risk map that really tries to show by
counties how they have put sone assessnent of
geogr aphi c ri sk.

The high-risk areas actually conbi nes two
t hi ngs. One is that the vectors there, |. scapularis
and pacificus, are established, and they have a high
preval ence of infection in the tick popul ations and
that those counties have had a significant, in this
case top 10th percentile, of Lyne Di sease cases
reported to CDC during that period of tine.

The rest of the risk areas, noderate ri sk,
are basically determined by the presence of the
vector. Mbderate, that the vectors are established,
and in the vectors is a high preval ence of infection.

Low risk, that the vectors are there but the
infection prevalence is |ow And no risk, neither
ti ck species has been established or reported.

The recommendations for the use of Lyne
D sease vaccine will be for persons who reside, work,
or recreate in areas of high or noderate risk that
Lyme D sease vacci nes shoul d be considered for persons

15 to 70 who engage in activities that result in
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frequent or prolonged exposure to tick-infested
habi t at s.

For those who are famliar with the ACIP
recomendati ons, a "should be considered" is not an
"is recommended."” It's sort of a qualification of how
strongly the vaccine shoul d be considered in making a
deci si on here.

That it may be considered for those who
are exposed to tick-infested habitats, but whose
exposure is neither frequent nor prolonged, and it's
not recommended for those who are at mnimal or no
exposure to tick-infested habitats, even if they
reside, work, or recreate in areas of high or noderate
risk. And if there's lowor no risk, the vaccine is
not recomended.

Some of the other recomendations that
they cover -- and I'Il go over these quickly -- have
to do with travelers to areas of high or noderate
risk. There was a good bit of discussion about what
sort of recommendati on you should nmake with sone of
t hose i ssues |ike Doctor McBride had rai sed about how
long -- how long is prolonged or how often is
frequent. But the vaccination should be considered if

frequent or prolonged exposure to tick habitats are
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anticipated, but also stressing the use of personal
protective neasures, again, stating that it's really
unknown whet her this vaccine will have any protection
agai nst the Eur-Asian strains of the vaccine -- of the
B. burgdorferi.

For those -- for children, as we noted,
certainly at high risk, it's not reconmrended right now
until safety and inmunogenicity of the vaccines in
chil dren have been established and that the studies
did not include persons over the age of 70. So really
all they say is that safety and efficacy has not been
est abl i shed.

It's not recommended for wonen who are
know to be pregnant. And Sm thKline Beecham has
est abl i shed a vacci ne pregnancy registry.

On spacing and timng of adm nistration,
as we noted, it's three doses, really stressing that
at least two of those doses should be -- the first two
doses should be given prior to the transm ssion season
and that the third dose should al so be given in that
time just before the transm ssion season in the spring
of the year in nost places and that further data
really is needed to nmke decisions about booster

doses, although based on the nechani smof this vaccine
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of really having the antibodies circulating that have
to be taken up by the tick, the inpression is that
repeat boosters are going to be required.

And for sone of the other categories, in
particular with persons wi th nuscul oskel etal diseases,
t hose who had di seases with joint swelling, including
Rheurmatoid Arthritis and diffused nuscul oskel etal pain
were excluded fromthe phase three trial. As we had
not ed, previous unconplicated Lyne Di sease, Arthritis
is -- or Lyne D sease of any type is an indication for
vacci ne except if they have treatnent-resistant Lyne
D sease, and that, again, the studi es excluded people
with chronic joint or neurologic illness related to
Lynme D sease and al so atrioventricular bl ocks fromthe

phase three trials.

And that's it. I think nost of the
details are here. Again, | want to give you a sense
of what the ACIP recommendation wll be saying

regardi ng recommendati ons for the use of this vaccine
in the general popul ation. Any questions?

DR. PERROITA: Thank you, Captain. For
t he Board nenbers, on your agenda there's also
LYMErix information pointed out, and there are

handouts in the pile of stuff that you have there, and
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if you have any questions, |'d ask that you direct
themto the SKB representative who's here. Are there
any questions for Captain Trunp? Col onel Karwacki ?

COLONEL KARWACKI : Are we noving to
di scussi on?

DR. PERROTITA: Yes.

COLONEL KARWACKI: | have a conment rat her
t han the questi on.

DR. PERROTTA: Ckay.

COLONEL KARWACKI :  Col onel Karwacki from
Medi cal Command, Arnmy. |1'd like to expand the -- to
conplicate the Board' s work by suggesting that we need
to expand the question as proposed in the current
Adm ral Engel docunent that Wayne presented.

In the first sentence it discusses active
duty nmenbers, and the data that was shown in terns of
geographi cal distribution does suggest that we don't
have | arge concentrations of active duty nenbers in
t hose hi gh-incident areas. However, | would also
suggest that for the reserve nenbers, our reserve
forces tend to follow the popul ation centers. So the
I-95 corridor from Boston on down through
Pennsyl vani a, New York, Washington, Baltinore, has a

| arge concentration of reserve nenbers who train and
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work in those areas.

So, although it's al nost inpossible for us
to get reliable data, nuch | ess any data, with regard
to infections in reserve nenbers, | would postul ate
that there probably are sone who are suffering from
this probl em based on their residence and training in
t he areas of highest incidence.

I'd also like to clarify the fact that
the -- we're not asking for | should say permssion to
use the vaccine given the AC P recomendation.
Certainly the vaccine wll be available and is
avai |l abl e from SmthKline Beechamin the DoDin terns
of individual patient provider encounters. If the
patient and provider determne that there are
requirenments or indications for the use of this
vacci ne, that can and does take pl ace.

The question to the Board is a matter of
pol i cy. Are there identified risk groups that we
woul d give this to on a mandatory basis. |If you are
here, there, or elsewhere for a certain anount of
time, you wll get this vaccine. So it's not a
gquestion of availability. It's not a question of
patient provider determ nati ons on a one-to-one basis,

yes, | do this, that or the other thing that puts ne

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




88

at risk. |It's every soldier at, every sailor at wll
get this regardless of his actual exposure based on
some prem se that he would potentially be exposed.
So, just to clarify the situation in terns
of policy versus clinical encounter, we don't need
necessarily a clinical encounter. That is avail able.
That is not a problem It's a matter of policy in
terms of who should get this on a nmandatory basis.
DR. PERROTTA: We can probably work an
answer in. | suspect we'll have to answer the
guestion as witten, but I think that we can include
addi tional information that woul d address the reserve
and how that is likely to have nore exposure goi ng on.

Is that a reasonabl e thing?

DR. ASCHER: |1'd just speak very briefly
to the reserve risk issue. |I'ma reservist and have a
conflict of interest. But Fort Chaffey is world

famous for tick-borne disease in reservists, and it
was the basis for the discovery of Erlackichaffensis
(phonetic) and Spotted Fever transm ssion of that
base, and it is a very hot spot. | don't know about
Lyne.

DR. PERROTTA: Doctor Sokas.

DR SOKAS:. | just had a question whet her
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the seropreval ent study that's going to be inpl enented
could include sone reserve wunits if that's a
possibility.

DR PERROITA: They've done it at Chaffey
for reservists, yes.

COLONEL  BRADSHAW This is Col onel
Bradshaw, Air Force Medical Operations Agency. W
just concluded a seroprevalent study with Hepatitis C
and they did include reservists in that. So that can
be done. W'Il have to talk with the fol ks doing the
protocol, but | believe they probably allowed for
t hat .

DR SOKAS: Good.

COLONEL BRADSHAW  Also, I'd just conment
that | just know that our folks at Fort Dix in New
Jersey have already said they're going to purchase and
use about 60 -- | guess get 60 individuals inmunized

up at Fort D x just based on the current availability.

COLONEL DI NI EGA: Reservists sera is
available in the repository because | think they
also -- the HV serumis stored there.

But | think Doctor La Force's point about
acute versus chronic distinction is a very good one to

renmenber. And on the reserve issue, there probably is
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a place that you can find out how nmany |ine-of-duty
determ nati ons were submtted to the Reserve Conmand
and al so National Guard Bureau of Command to -- for
i ne-of-duty determ nations for Lyne because if it's
servi ce-connected, they do get care, and if it's not
servi ce-connected, they can't receive care fromthe
mlitary system So that data m ght avail abl e.

DR ASCHER: Annual training related
presumabl y.

COLONEL DI NI EGA:  Possi bly.

DR. ASCHER: Annual training?

COLONEL DI NIl EGA:  Ri ght.

DR ASCHER. \Were they go sonewhere el se
at risk and cone back?

COLONEL DI NI EGA: Right, rather than
acquired via their own recreational province. And New
Jersey had one of the earlier places to, | think the
Early Gay Installation up in New Jersey was also
another place where they had a Lyne problem and
Erlickiosis (phonetic), and I'm not so sure if they
use that for chaplain's training still yet. That's
what wused to occur up there, but | think the --
| ooking at human cases, looking at infected tick

popul ati on areas, endemic areas identified in the
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mlitary are keys to making a determ nation of who
shoul d get the vaccine or not on a policy.

DR. PERROTTA: Doctor Reingold.

DR. RElI NGOLD: Well, unfortunately, |
wasn't here in Decenber. So I'mnot famliar with the
di scussion that took place around the seropreval ence
st udy. | actually have to say |I'm quite skeptical
that it's going to answer any inportant questions
about risk groups or who should be vacci nated, both ny
concerns about the specificity of nost of the tests
and exactly what seropositivity is going to tell us
about risk of disease and |ack of readi ness and ot her
things that are inportant to the mlitary.

So I'm not persuaded that once we have
those data they're going to be very useful in terns of
meki ng a decision. It seens to ne, frankly, if the
basi c question is should this vaccine be nandatory, ny
answer is no. | can't think of anyone in the mlitary
for whomthis should be a mandatory vaccine. This is
an immnently treatable disease wth a very
i nexpensive, safe course of antibiotics. The
norbidity is relatively low, and it |ooks like the
incidence is fairly small. I think it should be

optional for people who are in the risk situations
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that are put forward in the ACIP guidelines, but I
can't imagine naking this a mandatory vaccine. | just
don't see the justification.

COLONEL DINIEGA:  Can you go up to use one
of the m kes?

CAPTAIN OLSEN: | can tal k | oud.

COLONEL DI NI EGA:  No.

DR PERROITA: W're taping it.

COLONEL DI NI EGA: They're recording it.
That's the main reason.

DR. PERROITA: Appreciate it, Captain.

DR REINGOLD: |I'mnot sure the mkes are
on.

COLONEL DI NI EGA: No, those aren't
m crophones. Those are recording.

DR. PERROTTA: Those are recording.

DR. REINGOLD: | see. Thank you.

CAPTAIN OLSEN: Captain O sen at EPMJ 5,
Epi dem ol ogy. Just a sequitur to what was just said
as a comment for the Board, the March 26th nedi cal
letter, which expresses extrene reservations about the
vacci ne, notably also including question about very
l[imted duration of protection, probably protective

anti bodies lasting eight nonths or less after three
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doses.

DR ASCHER Dennis, when we | ooked at the
Bosni a depl oynent issues, this was on the chart, and
we al so had TBE, Congocrinean, and all the rest of the
i ssues, and one of the decisions about TBE was based
on the fact of risk exposure and the effectiveness of
t hese personal protective neasures, and we wote at
that tinme a recommendation that was pretty soft about
TBE, and it appeared to be successful, and the data
t hat canme back said there was not a |ot of disease,
but there was also not a | ot of exposure.

So |'mconcerned about two things. One is
that the personal protective stuff seens to be stuck
in the bureaucracy at sonme level, and 1'd |ike to get
alittle nore data |ike what happened in the troops
comng out of Bosnia. | think the nunbers are again
small for Lyne. But if we put people on the ground in
Kosovo, that's going to be the first question, what do
we do with TBE again, what do we do with Lyne. And I
think that's a concrete exanple. But | conpletely
agr ee. For general use, | can't imagine that this
woul d be recommended.

DR PERROTTA: Again, these are points for

di scussion, not for a final decision right now, but
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tonorrow as a very large commttee, and Geg wll be
in charge tonorrow, and he'll wangle all of this, and
"Il give you the gavel. Any ot her questions or

comments on this topic?

DR. ATKI NS: Can | ask a procedural
guestion?

DR PERROTTA: Sure.

DR ATKINS: There's -- one |evel question
is should there be a policy of routine adm nistration.

I s anot her question about should there be specific

gui dance or endorsenent of AC P-like guidance about --
for individual clinician patient encounters?

COMVANDER MCBRIDE: No to the second.
think it's just the first question you asked, David.
We're not seeking anything regarding the other issue
about individual doctor provider determnations. That
woul d be i ndependent of whatever the AFEB reconmmends.

DR. PERROTTA: W've often tried to stay
out of that very -- nost of the tine very personal
doctor patient interaction. This is a policy of
you're in a unit, here are the things you have to get,
and is Lyne Disease part of that or is it not and do
we want to say those things or not. Does that nmake

sense?
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COWANDER MCBRI DE:  Yes.

DR PERROTTA: (kay. Thanks, Wayne. |['ve
got 10:00 o' clock, and we need to nove to varicella.
So | appreciate everybody's willingness to continue.
Col onel Karwacki .

COLONEL KARWACKI: I'mgoing to do this in
a lowtech nmethod if | could have sonebody assist ne
wi th the overheads.

DR PERROITA: Jerry, while they're doing
that, can you read the questions pl ease?

COLONEL KARWACKI :  Yes. Wiat | want to do
today is present you with the introduction to what's
going to be a rather extensive discussion of the
incidence and prevalence and experience of the
services wth Varicella D sease, and we want to pose
that in the formof a formal question.

You have a docunent signed by Brigadier
Ceneral Kiley on Arny letterhead, Arnmy Surgeon Ceneral
letterhead entitled, the subject is "Varicella
I nfections Anong Service Menbers."

The question to the Board is a request to
consider the follow ng courses of action: The timng
of this vaccine in recruits -- or rather pose the

original question: Revi ew the available data and
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provide a recommendation concerning the use of
Vari cel l a vacci ne anong Servi ce nenbers.

W ask you to consider the follow ng
courses of action:

The timng of this vaccine in recruits
versus later in mlitary service.

The universal use of this vaccine versus
serologic screening to identify susceptible nenbers
and i mmuni zation of only that subject popul ation.

And other issues we would like you to
consi der in making any reconmendations are the timng
of the testing, whether that should be at the Mlitary
Entrance Processing Stations while the individual --
prior to the time the individuals enter the mlitary
service, or after their arrival at the service points
of entry, the inpact that any kind of a serologic
testing system may have on | aboratory resources, and
then consideration as a way to offset sonme of the
costs, the concurrent screening for neasles, nunps,
and rubella immnity to reduce that information -- or
reduce that inpact.

Let nme just tell you a bit because you'l
hear great detail fromthe Service nenbers how we got

to this original question. | took over ny current
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position at the Arny's Medical Comrand about three
years ago, and one of the first things |I did at that
time was to ask the inpatient records fol ks known as
PASBA, the statistical folks for the DoD, to give ne a
readout -- if you'll go on to the next slide please --
a readout of the incidence of infectious diseases,
particul arly vacci ne-preventabl e diseases. 1'll have
to step away here so | can actually read it nyself.

Let's just concentrate down here. e
| ooked at vacci ne-preventabl e di seases, and in terns
of those that the -- the nunber of cases, the nunber
of days lost in the inpatient environnment and sone
statistics related to that in terns of average numnber
of cases, and | really want to concentrate for the
varicella perspective all the way down at the bottom
if we can sonehow get that in focus.

These were the vaccine-related -- or
vaccine -- the current vaccines in use, and we drop
down here to other infectious diseases, and if you
could raise that up so we can get to this cell right
t here.

Varicella infections provided al nost 4200
infections. This is through the 1990s. This data was

1990 t hrough 1995, the cunul ative data experience for
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active duty Arny nenbers 1990 to 1995. So there
al nost 4,200 cases of varicella, accounting for nearly
30,000 hospital inpatient days, at a cost of about
seven inpatient days per case.

You can't obviously read these very well
because of this focus problemwe' re having, but that
just junps off the page at ne as being the nunber one
problem The total for this other infectious diseases
category is only 33,000 total hospital days, of which
30, 000 were accounted for by varicella itself.

So this said to nme | think we have a
problem W need to pursue this and determ ne whet her
or not there's sonething we can do, because by this
time the Merck vaccine had al ready been -- actually I
think we had both vaccines available to us. So we
had -- we had vaccine -- I"'msorry. W had the Merck
vaccine -- there was only vaccine -- available to us
for use should we decide to use that. So you can nove
on to the next slide.

The next issue was well, is this sonething
cost effective, can we do this, and should we be
screeni ng, how could we determ ne this.

One of our preventive nedicine officers

had done his doctoral thesis on this topic, and he was
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able to determ ne sonme of the preval ence and i nci dence
rates. Let's nove on to the next slide.

Wat | did in ny office was a flash
analysis, and you're going to see a nuch nore detail ed
anal ysi s. Boy, this is going to be tough to read
Basically | |ooked at the fact that we bring on about
100,000 recruits, and this is Arny only, in an annual
cycle. Sixty thousand of those cone to active duty.
The remaining of the 40,000 are basically equally
split between reservists and National Guard nenbers
who go through the same active duty ei ght-week basic
trai ni ng phase but then return hone. They nmay or may
not go on directly to an individual training at that.

They may return up to a year or so later to
i ndi vi dual training.

So the common experience for those 100, 000
is the first eight weeks of training. Sixty thousand
of them go on then to remain on active duty. Forty
t housand go back to other units as reservists and
Nat i onal Guar dsnen.

W do universal neasles and rubella in the
Army -- we've since added nunps because of the
unavail abl e of the MR vaccine. That's been taken off

the market -- but at a cost of about $18 per dose for
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$1, 800,000 direct cost for that vaccine. Just to
sinply add varicella, it was about $33 a dose at the
time | did this analysis. Two doses woul d be anot her
$6, 600, 000 for those 100,000 troops, for a total of
about $8,400,000 if we just sinply did this as a
matter of policy with no retraction or no change in
policy, if we just added this on.

The data that canme out of Doctor Kelly's
t hesis showed us that about 25 percent of the recruits
wer e susceptible or 75 percent were i mmune to neasl es,
rubel l a, and about ei ght percent were susceptible to
chicken pox. So if we were able to screen at about
$10 per person, we could determ ne those percentages
who were susceptible and only imruni ze that group of
people for the particular diseases that they were
susceptible to.

And then the indirect cost, we figure that
it would be about 600 hospital days -- this is |ooking
at recruit populations only, that first eight to 10
weeks of incidence -- we could save about 600 days of
hospi talization at about $1100 a day, and we would
save anot her 700 days of recruit training, those 600
pl us a day added onto that for getting in and out of

the hospital, at about $150 a day.
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So ny flash analysis -- again, and | say
this because | didn't do nmuch with trying to refine
t hese popul ati ons. This was put together over a
period of a couple of days -- said that we would
perhaps actually find sone savings if we were able to,
one, screen for those -- serologically screen for
those entities, provide the vaccine in such a tine
that it would protect the troops during the tinme when
they were nost susceptible as recruits.

Now, this does not account for those
incidents of disease after the recruit popul ation, and
you'll see in the analysis they beconme a very
i mportant factor. The CHPPM folks are going to
provi de you with a much nore detail ed anal ysis.

| basically handed themthis data and said
we need to pursue this on a nuch greater detail and
determ ne whether or not this is a cost-effective
basis. Mwve on to the next slide please.

Sonmething you'll see | believe in the
CHPPM report as well, if you look at this one slide of
rates, our rate from 1990 to 1995 was basically
steadily declining. So that becane another factor
If we did nothing, as it sinply -- we were doing

not hi ng here, what was the cause of this decline? Wy
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were we seeing fewer cases in these 100,000 recruits
as they canme across the threshold into the Arny? But,
i ndeed, over the years, that rate had gone down
from-- if we could find it up here, | think it was --
just about two to .71 was the final year. This was
the aggregate | believe, the average across the board.

So it went from tw to .71, again, wth no
interaction and no overt action to do anythi ng about
the disease. And | believe the [ast slide.

UNI DENTI FI ED SPEAKER:  That was it.

COLONEL KARWACKI : That's it, okay.

So having said that then, 1'll present the
guestion to the Board, and we'll nove on then to the
servi ce presentations, their experiences with how they
are approaching the use of this disease in various
popul ati ons.

DR. PERROTTA: Thank you, Jerry.
Conmander Ryan.

DR REINGOLD: Could I just ask one quick
guestion?

DR. PERROTTA: Ckay.

DR.  REI NGOLD: Can you just conment on
how -- what the practical issues are around screening

and sel ective vaccination? Wen we' ve occasionally

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




103

visited various facilities and watched vaccination, it
appears to be a fairly group process where |arge
nunbers of people march into a room all get the sane
vacci ne, and march out of the room and |I'mjust not
clear how easy it is to identify eight percent and
vacci nate those ei ght percent.

COLONEL KARWACKI:  Well, that's precisely

the problem and I'll defer that question until after
the presentation because | think that will cone up
during the CHPPM analysis, and if not -- if it's not

sufficiently answered, we can conme back to that.

DR. PERROITA: Doctor Chin.

DR.  CH N | don't question your
arithnetic, but I just wonder whether it's fair to say
that each hospital day will cost $1, 100. If you
didn't hospitalize those recruits, do you think that
the Service would save $1, 100?

COLONEL KARWACKI : Actually, a slide I
didn't show you, we |ooked, again, briefly at the rank
distribution and the age distribution of those cases,
and they were concentrated in the | ower three ranks,
the E-1, E-2, E-3.

| don't think that's a reflection of the

i nci dence so much as the living arrangenents of those
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sol di ers. Renmenber, these are hospitalized data
This is inpatient data, such that the folks who live
in the barracks are nmuch nore likely to get
hospitalized for this disease than soneone who
doesn't. They can just be sent honme and segregated in
t hat way.

DR CHIN. No. |I'm questioning whether
each --

COLONEL KARWACKI : Let me conme back to
that. Wat | did do was there is a database under the
TRI CARE system that tries to identify the cost of a
hospital day at a hospital for a particular DRG and
al though the DRGs are fairly generous, there is a
respiratory di sease DRG and we went back and | ooked
at those six hospitals that hospitalized recruits, and
that $1100 was the average cost at that time when |
did this three years ago of a hospital day at that
hospital for that DRG So that nunber cane out of a
dat abase that purports to try to put a price on the

various costs of hospitalization by the diagnosis

gr oup.

| think that CHPPM has a much nore refined
nunber . This was very nmuch of a what | call flash
anal ysi s. | took the best available data over a
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peri od of about a week, threwit all together and said
I think we have a problem W need to pursue this
with greater detail to determine whether or not
there's sonething we can do about it. And | believe
they' |l address that in their presentation.

DR SOKAS. | have a question. Conmander
Tedesco seened to suggest that just asking people
whet her they've had the di sease was al nost as good as
doi ng serology. WII that be addressed in sone of the
present ati ons?

COLONEL KARWACKI :  Yes.

DR. SCOKAS: Ckay.

DR. PERROTTA: Ckay. Dana, we probably
need you to sit there.

LI EUTENANT COVMANDER RYAN:  Thank you for
letting me cone to discuss this again. | tal ked about
the Varicella Prevention Programin the Navy about a
year ago, and now |'mgoing to update you on sone nore
data that we've got after doing this with recruits for
now two years.

So, of course, chicken pox is a concern to
the mlitary, and forgive nme for just review ng, but
we care about it because it causes lost tine from

t rai ni ng. Also it can cause outbreaks in critical
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settings. W have had out breaks on shi ps which have
been very problematic for the Navy, and certainly
sonmetines severe norbidity and nortality, especially
fromthe conplications of secondary strep infections.

So the program at Geat Lakes, which is
the only Navy boot canp, currently about 45,000
recruits cone through there every year, and we began
the programin Decenber, '96. So it's been going just
two years, and | can give you two years worth of that
experi ence.

What happens at Geat Lakes is al
recruits get a rapid serologic test. It happens very
quickly. It's on the first processing day, and it's
done right there at accessioning. And those that are
sero-negative to the rapid test get the vaccine on the
next processing day which is also the day that they
will receive their other live-virus vaccines, which
include MVR and Yellow Fever and oral polio, and
recruits get their second vaccine -- actually it's
nore at the end of boot canp than it is 30 days later.

So it's closer to 60 days later. |It's at the tine of
record review when they're sort of out-processing from
boot canp. So the ones that we find sero-negative get

their second dose at the end of boot canp.
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So what have we found in tw years of
doing this? A very consistent approxinmately seven
percent, 7.2 percent of recruits have tested sero-
negative, and that's been really robust through tine.

That is, in the first three nonths, we found seven

percent, and in the next year we found seven percent,

and really you can see the denomi nator there -- |I'm
sorry it's tiny -- but pretty big sanple over those
two years.

And denographic analysis it's always
interesting to |ook at. There's been denographic
anal ysis of varicella cases in the mlitary, but we
can do it on just the sero-negatives. So these are
our susceptible young people who cone into the
mlitary. W did a logistic aggression on this
| ooki ng at denographic variables that | had which
i ncl uded age, gender, hone of record, and race. And
the only thing that falls out significant in the
mul tivariable nodel is a couple of the racial groups.

Actually hone of record does not fall out as
significant in the multivariable nodel which is
interesting because you can see little clusters in
certain hones of record or places that people cone

fromof varicella susceptibility, but it doesn't sort
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of pan out in our nultivariable nodel.

Now, a big question that has conme up
before and continues is in terns of screening, we do
the serologic test on all recruits. How wel | does
hi story predict susceptibility to varicella because
certainly history is a lot sinpler than draw ng bl ood
or so it would appear.

And | apologize that this is tiny.
Hopeful ly you can read it. The top line is our data
from G eat Lakes, and this is what |'ve shown before,
and it has al so been consistent, although |I don't have
this data on 80,000 recruits but on just a sanple of
1500 where we've asked history of chicken pox before
doi ng the serology, and basically the history question
is not good in this population.

About half of the sero-negative recruits
will report a certain history of chicken pox. That
is, if we'd asked the question first, we would have
only screened half of the people who shoul d have been
screened. We'll actually screen 16 percent of
recruits, but anong those 16 percent, we'll only find
hal f of the sero-negatives, half of that seven percent
that are sero-negative, which is really unfortunate in

t hat popul ation, and that's why we've chosen not to do
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hi story as a pre-screen.

We'll often see history -- the question
about history reported as -- and | saw Comrander
Tedesco did it -- positive predictive value of

history. The positive predictive value is actually
still good because anmong those with a positive
hi story, nost of themare immune. But what |'d rather
ook at is what | prefer to call sensitivity, though
it gets a little nuddl ed when you tal k about negative
and positives here, but the sensitivity of history
pi cking up a sero-negative could be called 49 percent
the way I'mlooking at it here, and then |I've revi ewed
for you what | found published on sensitivity, that
sane question, how good is history at picking up sero-
negatives fromother literature.

A lot of these actually are done in
mlitary popul ations, although I didn't review just
mlitary. Jerant published sonething fairly recently,
and al t hough he reported it out as positive predictive
val ue, when you | ook through his article, you get that
his sensitivity was actually rather low for that
question, 60-somnething percent.

Struewi ng and Kel | ey, Col onel Kelley and

Doctor Struew ng back in the sanples in 1989 | ooked at
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Ar ny, Navy, Marine recruits and actually got
sensitivities of the history question ranging to the
60 to 80 percent level, and the | ast reference there
is on a civilian -- small sanple of civilian data
where, again, history was not that good at predicting
sero-negativity.

Sone ot her supporting data that woul d ki nd
of support the idea that history is problematic -- the
Air Force is going to talk about this, so |I'm
referencing their cost-benefit analysis that they
recently published. They made an assunption about
history -- it's probably a pretty good assunption
wi thout hard data fromthe Air Force -- but used 70
percent as the sensitivity of history, and al so Doct or
Wal | ace who's at our own Naval Hospital here in San
D ego published another interesting subgroup which is
peopl e who have chi cken pox. He found actually 11
percent of people with verified varicella have a
history of it being nore than one episode, that is,
that they've had varicella before, and their serol ogy
does not support that. So it sort of inplies that
history is not good even in people who have chicken
poX. So we have not included it in Geat Lakes

screeni ng program However, we can continue to
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reassess it. That is, we can take subsets of
recruits -- and that's what |'ve done three tines now
to get to the total of 1500 -- subsets of recruits

where we ask history before we screen wi th serol ogy.

Ckay. So what happened since we began
doi ng the vaccination. W've had -- since the program
started -- that was Decenber, '96 -- we had 16 cases
wi th chicken pox at the boot canp in '97 and only 14
in '98. Now, you can conpare this to previous G eat
Lakes data where it was not unusual to see about 100
cases a year.

Now, the incidence of varicella is a
little bit hard, and there's ny small print again at
the bottom but the incidence has not been constant.
It increased through the 1980s in the mlitary to a
peak in about 1987, '88, which was a very high
i ncidence of chicken pox that year throughout the
mlitary, 250 cases per 100,000 person year, but then
dropped through the 1980s, and Captain Gay published
work on that that showed that the cases really dropped
off in the early '90s and got to about where we are
now, 50 cases per 100,000 person year throughout the
mlitary.

It's interesting that sero-negativity
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rates have not been steady throughout, but in 1989,
Doctor Kelley and Doctor Struewing in their work had
about seven percent sero-negative in recruit surveys.
We just saw Col onel Karwacki present sone of that
i nformation, eight percent for an Arny subset, but it
was about seven percent overall, which is consistent
with what we're seeing now at G eat Lakes. So it
doesn't appear that susceptibility changed through the
years, although the incidence clinbed way up into the
|ate '80s and then has fallen down throughout the
' 90s.

If you review the 30 chicken pox cases we
had just at G eat Lakes in the past two years, it's
interesting to tal k about them because they were privy
to the vaccine program The vast majority -- not the
vast mpjority -- 16 out of those 30 actually cane on
board likely incubating chicken pox. So they arrived
and got their varicella -- acute varicel |l a
mani festation | ess than three weeks after arrival.

I"ve broken it down there. W had a
coupl e where we assuned that there were lab errors and
a couple that were in-processing errors, that is, that
they were sero-positive but then later presented with

real chicken pox, not a lot in that alnost 90, 000

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




113

sanple of recruits through the years, through those
two years, but certainly we do see that breakthrough
and | think we should expect that breakthrough, that
it's going to be an inperfect vacci ne program when you
put it in.

W've seen no cases in anybody who's
recei ved both doses of vaccine, which is pretty nice.

And we have no reported adverse events. Again, we
just tal ked about VAERS systens. There's certainly no
severe events. | would expect that there are probably
some -- that doesn't nean that there aren't any sore
arms out there fromagetting their vaccines, but there
have been no VAERS reports and no adverse events at
G eat Lakes.

Now, here's the incidence again, and this
is all the services, Arny, Navy, Marines, and Air
Force. Hospitalization data for varicella -- and this
is what | was describing before -- throughout the
'90s, the incidence has been falling off, and the --
the bright blue line there is Navy, and we had been
falling off in incidence before the vaccine program
When the vaccine program got put in at Geat Lakes,
t he incidence fell off further.

Now, this slide represents E-1. That's
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the lowest rank enlisted personnel. So | cut
hospitalization data just for E-1s. It's not perfect
for recruits, but it's a surrogate for recruits, for
people at the earliest stage of enlistnent.

You can see that in '97, actually about
half of that little bar in '97 represents the cases
that | saw at G eat Lakes, the breakthrough cases, and
then there were the E-1 cases who were not privy to
t he vacci ne program because they were already out of
Great Lakes before the vaccine programgot put in the
begi nni ng of '97.

What's nice about this graph to nme is that
in 1998 all those cases in E-1s | can account for at
G eat Lakes, there were no nore E-1 cases outside of
Great Lakes. Those were all the breakthrough cases
t hat happened that | described, either cane onboard
i ncubating chicken pox or were just errors at in-
processing. So just a little handful there.

I kind of like this graph, although you
could debate since the denomnators are a little
smal l er here, but these are E-2s, people who are just
past -- they've just been pronoted one rank, not a
surrogate perfectly for recruits or people just past

boot canp, but it's people who' ve just been pronoted
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one rank, and you can see E-2 rates have been nuch
| ower than E-1 rates throughout the years. It's
interesting that the Air Force no |longer |ooks quite
as immune if you will to problens. Wen you get to
the E-2 level, the Air Force actually has a pretty
interesting incidence back there in '93, but there's
no Navy cases in E-2s after '97. So that's nice to
me, and I'd like to see that in '98 there's no nore E-
2s or E-3 cases and hopefully even E-4 cases. That
woul d be what we woul d hope for through the years, but
we would have to see a little bit longer out if we
really see breakthrough cases in enlisted nenbers a

few years out.

Ckay. 1'Il just touch on this because the
Arny's going to do -- I've already seen a little
preview -- a very nice sophisticated cost anal ysis of

vacci ne program but this is nmy sinple cost analysis
of what's happened at G eat Lakes, and it doesn't
include all the variables, but it's what we think
basically we've put into the programand what we have
gotten out of the program just in Navy enlisted
per sonnel .

We do serology on everybody. That costs

us two dollars a person. You're going to see that's a
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di fference between what the Arny estinmates and what we
use, but that's what we've spent, and actually ny | ab
tells ne we spend a dollar a person. | put in the
extra dollar for lab contact time just for draw ng the
speci nen, al though that specinen is being drawn anyway
for in-processing lab work. People are getting their
blood drawn for their blood typing and they're
actually getting a lipid screen at in-processing. So
there's not a ot of contact tinme that that adds at
i n-processing for enlisted nenbers.

W have to vaccinate the 7.2 percent that
are sero-negative. Costs us about $60 for a vacci ne.
| put in five dollars nore for contact time. Again,
the medical contact tinme and the lost tinme from
training alnost negligible in this popul ati on because
they're comng in to get their vaccines at in-
processing, and at their second dose the seven percent
are also getting a record review and getting set to

gr aduat e.

So, again, if you put that all in, it
costs us $668 per person to do the vaccine program to
i nvest in the vacci ne program

The cost prevention, what we save in

varicella incidence -- and, again, | just heard the
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guestion about how nuch does a case cost you. Well,
we think it actually does cost a fair anount. And put
in $5,000 a case because that's lost time from
training, five days lost tinme from training and
hospitalization costs. So it's nedical contact tineg,
the medication tine, and the person's lost-tine cost.

There's sone sort of standard data that
DVMDC uses, and they actually put in about $1300 a day
for one hospitalization day. So | think that's
actually a conservative estinate. When you think
about a conplicated case, that would be a very |ow
esti mat e. Think about a fatality, and the |ast
fatality at Great Lakes was in 1989, that would be
extrenely low estimate for the cost of a case. So we
have to spread out conplications there in the average
cost of the case.

Again, we're going to talk about the
i nci dence. Now, | put in here nodeling incidence.
It's a little bit tough because the incidence was
dropping off. So | used a very conservative -- what |
t hought was a very | ow estimate of incidence, 75 cases
per 100,000 person year for enlisted personnel. I
showed you that all the mlitary has dropped to about

50 cases per 100,000 person-years, but that's not for
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recruits or enlisted people where they -- still the
incidence is well over 100 per 100,000 person-years
even at the low levels we're at now.

So I'mgoing to say that it's 75 cases per
100, 000 person-years and that we're going to protect
them for three years. That's the cohort for three
years, which would be their average enlistnent.

And I'm also going to put in a
conservative estimate that | can only prevent 80
percent of the expected cases. So hopefully that's
not too pronoting of the program | hopefully wll
prevent nore than 80 percent of the expected cases,
but if we put that kind of stuff in -- I"msorry, I'm
going to talk to you just briefly about an
alternative, and then |I'lIl show you a graph of what
that | ooks like. | just skipped ahead.

On that graph the bottom line there was
that -- yeah, can you go back -- was that we would --
the cost savings is nine dollars a head, and so we
actually saved two fifty or so, two and a quarter per
per son. When you nultiply that tinmes 45,000 in a
recruit cohort, it's a substantial savings, about
$200, 000 a year that we save by doing the vaccine

program
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An alternative that's frequently been
brought up is this question about doing history as a
pre-screen since that's obviously cheaper than doing
serol ogy on everybody.

Just nodeling it in a sinple sense, if we
do varicella history on every recruit, |I've put in a
nom nal cost of 50 cents a head to do that on
everybody, and then we'll only have to do serol ogy on
16 percent at two dollars a cost per serology. W'll
only vaccinate half of the ones we wanted to
vaccinate. So we'll only vaccinate 3.6 percent, and
it wll cost a |lot |ess per person.

Then again, if you put in this assunptions
on what varicella costs, you could argue with this
too, but I would -- | nade an assunption that we'd
only prevent 40 percent of the cases instead of 80
percent since we're vaccinating half as nany peopl e.
So we're not going to save quite as much, but it's
still cost saving to do this by this rather sinple
nodel .

And then if you do kind of map it out,
this is the how much you save per person, and what |
varied here on the X axis is the cost per case. I

actually think the $5,000 per case is a conservative
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estimate. So | wanted to map out what happens when
the cost per case goes up, which is possible it does
when you tal k about conplicated cases or outbreaks on
shi ps where you have to Medevac people, can be very
costly per case.

And so, as the cost per case goes up, the
program that we have in the brighter yellow line
becones nore cost saving than the one where you woul d
vacci nate |ess people by using history first as a
screen.

Only at the -- it's about $4,000 or so per
case does it kind of break even by the sinple nodel,
so that, you know, when cases beconme real cheap, it
doesn't pay to do the prevention program but |
honestly think that $5,000 a case is still pretty
conservative in that they're not cheap.

The other thing I wanted to map out here
is just to show you what happens when the incidence
goes up. It's actually the same curve because it's a
sinple linear nodel, but as the incidence goes up from
75 per 100,000 person a year to as high as 225, which
has been seen in enlisted personnel and E-1 personnel,
you really save quite a bit nore person if the

i nci dence goes up.
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"' mconcerned that incidence could go up
in the next decade the way it did in the |late 1980s.
Since the serol ogy, seropreval ence test doesn't seem
to have changed, |'mnot sure why we've enjoyed sort
of a decrease in chicken pox. W nmay be set up for an
increase again. | think it's hard to predict, and as
| ong as we have susceptible or sero-negative recruits
or enlisted personnel, we have the potential to have
hi gh incidence again, and then the program becones
much nore cost savi ng.

So that the summary of our experience is
that the current program has been cost saving for the
Navy and that the serol ogy-directed program as opposed
to a history pre-screen program has been nore
beneficial to us because of the potential for higher-
cost cases or even higher incidence of varicella.

That's all |I've got. Any questions?

DR PERROTTA: Any questions for Comrander
Ryan?

COLONEL DI Nl EGA: | have one.

DR. PERROTTA: Ckay.

COLONEL DI NI EGA:  Meg, do you know what
the level of protection is after one shot or Doctor

Sewar d?
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DR. SEWARD:. Seventy-five percent.

COLONEL DI NI EGA:  After one shot.

LI EUTENANT COVMANDER RYAN: And we -- |
kind of skipped through that quickly, but we had
br eakt hr ough cases who appeared to have been exposed
at Geat Lakes and had only one dose of vaccine. Yes,
ma' am

DR STEVENS: | think | recall at previous
presentations you've nade there were questions about
t he accuracy of your serologic test, but it |ooks |like
from your data, at l|least the practical data on the
outcone, as if it's pretty good. | nean, if you're
not having cases in E-2s and you're really preventing
t hrough the screening --

LI EUTENANT COMVANDER RYAN: It appears
that in practice it has been very good. | think I
showed t hree breakt hrough cases where we assune | ab
error, where sonebody screened sero-positive but then
devel oped clinical chicken pox later. So not a
perfect test. | believe the manufacturer puts on this
sero test sonething like 98 to 99 percent specificity
or accuracy of the test. It's -- they're all in the
90s sensitivity and specificity for the test.

It's problematic when you can't tolerate
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one case, and we did talk about that wth neasles in
the past. |If you really cannot tolerate a single case
of disease, it's nore problematic to use a |ess than
100 percent perfect screen. But in the case of
varicella, it's been beneficial to us because we've
dropped froma fairly high caseload to a | ow casel oad.

DR. PERROITA: Doctor Ascher.

DR. ASCHER: How many of the people who
devel oped disease after vaccination in basic had a
hi story of exposure prior to com ng on basic?

LI EUTENANT COMVANDER RYAN: It's a little
hard to tease out because we get -- you know, we
usually get the report after the person's noving
through, and it's hard to sonetines get individua
hi stori es. But I do have for ny 30 cases at G eat
Lakes a know edge of their histories, and just about
all of them had exposure to each other if you wll,
t hose 30 cases.

So the ones | have who are breakthrough
cases -- | think there's about six or seven -- who had
one dose of vaccine but got chicken pox nore than
three weeks after arrival had arrived --

DR. ASCHER: |I'mtal king about |ess than

three weeks. |'mtalking about --
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LI EUTENANT COWWANDER RYAN: Ones who
arrived |l ess than three weeks?

DR.  ASCHER: -- the ones who were
i ncubati ng.

LI EUTENANT COVMANDER RYAN: | can't say
exactly that | know all their histories of exposure,
but a lot of them were in divisions together. That
is --

DR.  ASCHER: You take the point if a
recruit at the time of bringing -- comng into basic
knew t hat they had been exposed to chicken pox in the
precedi ng two weeks, you coul d defer basic.

LI EUTENANT COMVANDER RYAN: That's true.
| think that history is probably really hard to get
from recruits. That would just be my instinct,
al though we haven't asked that question to al
recruits as a routine as they cone in.

DR. PERROITA: Doctor Seward.

DR SEWARD: Jane Seward, CDC. | had the
sane question about your lab test. I nmean, no |ab
test is perfect, so you' re going to mi sclassify sone
peopl e both ways with any | ab test you use.

On the susceptibility issue, the nore

recent data from Jerant -- | don't know if I'm
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pronounci ng his nanme correctly -- susceptibility was
lower in that study, four percent conpared to the
eight percent in Struewng and Kelley in the '80s.
And so he actually acknow edged -- wondered in that
paper if the | ower susceptibility was paralleling the
declining rate.

National serological data that hasn't been

publ i shed yet but | know in detail shows that there
is -- there are substantial differences by race, and
so | think differences in the Arnmed Services wll

reflect, you know, racial and ethnic conposition of
the recruits. African-Anmerican conpared to Caucasi ans
have higher susceptibility. In adolescence, they
obvi ously get chicken pox a bit later. 1'mnot sure
why. They get it eventually. They just get it a
little later. So they have about 10 percent risk
susceptibility versus about six, you know, in
adol escence, and about six percent versus three in
their 20s. So they're nore likely to be susceptible.

In the Cape May out break that CDC assi sted
the Coast CGuard wth, susceptibility in that
popul ati on was |lower. |t was about three percent, but
a very low proportion of the recruits were African-

Anerican, and the sensitivity issue that you're
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tal king about was different in that data. They
mssed -- we missed a quarter of the true sero-
negatives, if we believe the lab tests, by relying on
hi story, and consider that in that setting,
considering that lab tests weren't perfect, that
that's not too bad.

LI EUTENANT COMVANDER RYAN.  Doctor Stevens
and | were just talking about that Coast CGuard data
because that's alnost the best |1've seen for
sensitivity of history. W were wondering if possibly
because you were in the outbreak setting people's
histories were a little bit better, that is, they
tended toward saying no or |I'muncertain of ny history
rather than overestimating their certainty of past
chi cken pox.

I"'m certain that it is different in
di fferent popul ations. Health care workers, for
exanpl e, or ol der people as opposed to recruits at in-
pr ocessi ng.

DR. PERROITA: Let's take one nore from
Doct or Haywood.

DR HAYWOCOD: Is there a difference in
norbidity in the African-Anerican versus the --

related to the | ater onset?
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DR.  SEWARD: Not that |I'm aware of in
anal yzing death data from the country. In fact,
African- Anericans have a lower nortality rate per
popul ation. W' re just |ooking at hospitalizations
ri ght now. I mean, chicken pox is nore severe in
adol escents. So probably they get nore severe cases
when they get it. I mean we're not talking high
susceptibilities. We're tal king, you know, seven
percent susceptible versus four in adol escents.

if there's a greater norbidity, there would be a
greater cost savings.

DR SEWARD: Yes, right. So I think -- |
nmean, the services differ in their denographics, and
that may reflect -- | nmean, the four percent
susceptibility in the '90s may reflect different
denogr aphi cs of recruits comng in. You know, that's
the sort of thing that could be changing.

LI EUTENANT COVMANDER RYAN: Hi s sanple is
smaller as well for that four percent. | think he's
got 1,000 or 2,000 in that sanple. So it's possible
that he's got a different denographic mx just at that
point in tine.

DR. SEWARD: Yes, sure.

LI EUTENANT COLONEL Rl DDLE: Qur
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susceptibility at the Acadeny was eight percent
overall. | nean, it ranged fromsix to 10.1 | ooking
at about 1400 cadets com ng in each year. | know
those are a little bit different.

DR PERROITA: Thank you, Meg. Appreciate
t hat .

LI EUTENANT COWVMANDER RYAN: Thank you.

DR. PERROITA: Lieutenant Col onel R ddle
is aPMOficer at Health Affairs, DoD, is that right?

Yes.

LI EUTENANT COLONEL RIDDLE: First, | want
to thank the AFEB for having us conme out and present,
and this is some work that we initiated out at the Air
Force Acadeny in '95 simlar to Col onel Karwacki, as
we saw this vaccine cone on the market and wanted to
see how we could best utilize it.

I want to thank Lieutenant Col onel Bruce
Bar nham (phonetic) and Major TimWlls, who are still
out there, Tim just returning from a three-nonth
vacation in Southwest Asia, and sonme of this data cane
fromsome work from Li eut enant Col onel Steve Tony up
at the Unifornmed Services University.

So | just wanted to give a couple of

overview slides. Certainly we know about varicella.
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In the United States we've seen a little bit of a
change in the epidemology given the utilization of
day care. Wen the vaccine cane on the market in '95,
we inplemented a program in '96. W wanted to
evaluate the utilization of this. Conplications are
certainly seen in adults, and our population is, you
know, 18 to 24 out at the Air Force Acadeny, and we
worry about the conplications in these ol der
i ndi vi dual s. And just |ike Col onel Kar wacki
presented, this is the nunber one di sease or vacci ne-
preventable disease as far as the mlitary
hospi talization.

The only thing | want to point out on this
slide here is the high secondary attack rates. Each
of these groups that we're |ooking at are different.
Certainly at the Air Force Acadeny, you know, we woul d
have one case associated with an individual that cane
in from overseas travel, a student on a student
exchange program

In '"97, our cadet that greeted all of the
i ncom ng cadets broke out with pox the very next day.

So we have sone very uni que exposure scenarios, and
initially we inplenented a program of case

i nvestigation and vacci nati on based upon history and
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then followed that up with a serol ogical screening
program

Some of this data, this is just a
different presentation of simlar data, but what you
can see here is from 1989 through 1997, if we just
| ook specifically at the Air Force data, we've seen a
drop fromO0.58 to 0.1, or an 83 percent decrease in
varicella hospitalization rate per 1,000 active duty.

And this -- you know, this presents all of the
services, probably sone reflection of naybe |ess
utilization of hospitalization for these cases, but
certainly a dowmward trend in the incidence of this
di sease in our popul ation.

If we just look at the Ar Force data
here, nearly 72 percent of all active duty Air Force
hospitalizations from 1989 through 1997 were nenbers
| ess than 24 years of age. Next slide.

This slide here just gives us the
hospitalization rate in the Air Force as a proportion
of all active duty Air Force hospitalizations. And
al so, as you can see, that it's fell throughout the
period except for a slight increase in '96 to '97.
Next slide.

If we look at the Air Force Acadeny, we
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have a significant investnent in these individuals
comng to the Acadeny. They're there for a four-year
program W admit individuals fromall 50 states and
territories as well as selective foreign countries.
W have, you know, certainly an environnment associated
with high stress, intense training, close living
condi ti ons.

Annual ly, if we look from1992 to 1994 at
our varicella costs, we had nore than 100 | ost cl ass
days due to inpatient hospitalization because there's
no at-home day care for these individuals. W take
them put themin an isolation ward at the hospital.
And that was $100, 000 direct cost for inpatient care,
and we had those sane figures. Approxinmately $1100 is
what we cost out for an inpatient care, and it costs
us about $300 to get an individual into the hospital.

W didn't nodel in indirect costs, but
certainly one has to factor the indirect cost related
to support these cadets in the classroom |oss of
class days, inpact on readiness, and inpact on
training. Next slide.

So what we did, the vaccine was |icensed
in March, 1995. W wanted to |look at this using, you

know, a fairly rough swag, not a sophisticated
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nodeling like you're going to see in the next
presentation, but we wanted to | ook at five options,
not doing anything, vaccinate all incom ng cadets,
screen at in-processing using serology and vacci nate
those that were susceptible, admnister a disease
hi story questionnaire or do a history questionnaire
pl us serologic screening, and the strategy that we
sel ected was a strategy of screening and vacci nati ng.

So what - - t he bottom [|ine S
i npl enentation of strategy three. 1In 1996, we found
73 cadets that were serologically naive for chicken
pox, which is different than what our initial strategy
or nodeling costs were based on. W used a 10 percent
and a 1400 i ncom ng cl ass.

So, like | stated, in 1996, we had 73 that
were susceptible, '97 113, and '98 100, range from six
per cent to 10.1 per cent, with an aver age
susceptibility of 10 percent in this slide. And these
are sonme of the roughouts as far as our costs, and |
present that in nore detail in a table. Next slide.

Soif we -- if we ook, we see a simlar
downward trend in the incidence of varicella at the
Air Force Acadeny. 1In 1995, follow ng the rel ease of

t he vaccine, we investigated case outbreaks, and that
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"95 investigation was related to one exchange cadet.
A cadet com ng back home from Christnmas break was
exposed to sone children at hone. He brought the
di sease back. And, again, in '96, when we initially
started screening, those were the result of our senior
cadet at in-processing who was incubating and greeted
several hundred cadets coming into the Acadeny.

But as you can see here, in 1996, with the
screeni ng and vacci nation, the rate goes from 4. 23 per
1,000 to zero in 1997, and that attack rate is three
percent in 1996 down to zero in '97 and ' 98.

This graph right here presents the
downward trend and costs of and the costs associ ated
with inplenentation of the screening and i mruni zati on
program

As you can see, from'92 to '94 we had 44
cases, average of 14.6 per year. Total hospitalized
costs were $344,609, an average of $7,832 per case,
and these are just direct hospitalization costs, not
i nclusive of indirect costs.

In "95 we had eight cases at a direct cost
of over $61, 000, approximately $7600 per case. And,
again, wth our cadets, our average inpatient

hospitalization stay was seven days.
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Wth the costs of the screening and
vacci nation, these are the actual outlay of costs that
we have. It costs us a little over eight dollars to
pull the sanple and have that sanple tested. We
al ready pull bl ood on these cadets, so it doesn't take
any additional tinme at in-processing. And what we do
on those that are susceptible, we follow up and give
the two-shot series. So our actual out-of-pocket cost
for this programat the acadeny is $17, 000 per year.

This graph right here, actually a table,
presents sone of the data | discussed as far as your
hospitalization costs. You can see that we had 18
cases in 1992, zero cases in '97, zero cases in '98,
zero cases to date in '99. If you look at the
proportion of cadets hospitalized or actually cadet
hospitalizations per 1,000, you can see that we've
decreased from 4. 23 down to zero percent in 1997 and
zero percent in 1998.

This next table is a little bit difficult
to see, very difficult for me over here, but this is a
result of having too much time on the airplane flying
out here. So | added these couple of graphs. But
this actually gives the breakdown in costs as far as

what the programis and the cost savings that we've
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seen.

And if you can look at the next to the
| ast col unm over there, you can see that our cost of
cadet hospitalizations for varicella in '92 was an
average cost per case of $7,051 or $126,910 total, and
that's dropped down to in '97 and ' 98 zero.

So, you know, either our timng was very
good and this is, you know, a great success story of
i npl enenting the vaccine, |looking at a programw th a
vacci ne comng out, catching the dowward trend of
incidence, but | think the data are factual in that we
have inplenmented a program using this vaccine in a
cost-effective manner in this particular popul ati on of
cadets at a Service acadeny and have shown now only a
decrease in norbidity but also a cost savings of
utilization of the vaccine. Next slide.

Just concluding, '95, following the
rel ease of the vaccine, we investigated cases and
| ooked at an analysis of the five control strategies.

That anal ysis estimated an annual direct cost savings
of nmore than $30,000, and we've certainly realized
t hat . This program at the Acadeny clearly
denonstrates the inportance of analyzing small

popul ati ons with "uni que" envi ronnent s and
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requi renents. This certainly is different than a
recruit training scenario, but a mlitary unique
envi ronment where a programlike this has nmerit, and
al so cost benefit and other types of econom c analysis
aren't limted to these snmall popul ati ons, and we've
used this -- you'll see a presentation follow ng ne on
a nore in depth econom c analysis, but we've used this
for simlar things like the recent Hepatitis C work
wi t hin DoD

DR PERROITA: Thank you, Col onel Riddle.

Are there any questions? David.

DR. ATKINS: This is for anybody. Do we
know what's happening to the incidence rate in this
age cohort outside the mlitary? | nean, presunably
it's comng down because there are fewer kids
devel opi ng active chicken pox to expose susceptible
adul ts.

DR PERROTTA: M/ sense is that it's stil
a little too early to tell the inpact of varicella
vaccine use in the general public childhood and
adol escent popul ation -- adol escent population. It's
not being used as -- it's not being required in al
states for part of the school imunization prograns.

It's probably used nost likely in the pediatrician
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office rather than the public health clinic. And so
if anybody else in the Health Departnment has any
experience, mybe sonebody else can talk about it
outside. Sure, of course.

DR SEWARD: | agree it's too early to --
it's too early to expect any inpact in older
popul ati ons, and to answer your question on incidence
changes prior to vaccine and all the popul ations, we
don't have very good data. |'ve been |ooking at the
Nati onal Health Interview Survey and | ooki ng at ages
15 and up. | nean, incidence is so low by age 20 it's
very hard to sort of detect on the popul ation basis
changes and incidence. But | can -- | nean, | have
data on vacci ne coverage for young children, and we
suspect catch-up vaccination is still not great, but
it's going up pretty fast.

I would expect though, as you inmgine,

t hat Wi th i ncreasi ng use of t he vacci ne,
susceptibility in older populations will increase. $So
the need for vaccination wll becone mnuch nore
critical in the future. | nean, it already is needed,
but it wll be needed nore as the childhood

vacci nation programtakes off.

DR. PERROTTA: kay. Go ahead.
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LI EUTENANT COLONEL THOWPSON: Li eut enant
Col onel Thonmpson from Brooks Air Force Base. My
apol ogies to Colonel R ddle and the Board. | had no
idea that this discussion was going to be taking place
t hi s norning.

W' ve been doi ng some foll ow up studies on
t he same cohort at the Acadeny over the | ast year and
a half looking at sensitivity and specificity of
heal th history questions, wth sone gui dance fromthe
Boar d. And we found, |ooking specifically at
varicella disease history is that positive predictive
value is only about 86 percent. Negative predictive
value is dismal. [It's only about 56 percent. So it
echoes the policy that Conmander Ryan was suggesting
inrecruits, that history is not good enough. W mss
an awful lot, and the vaccination should still be
driven by serology. W are trying to conpare these
two different populations of Acadeny cadets and
recruits. W did find sero-positivity of terubiol
(phonetic) as our kind of proxy for a wonderful
programthat's received nore enphasis lately over the
| ast five years. We're getting the seropreval ence
rates in our recruits have risen from85 to 98 percent

inthe last five years. So we suspect that we nmay be
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able to soon recommend stopping even testing for
neasl es and rubell a. But, again, varicella is new
enough on the horizon that we suspect that serol ogy-
driven vaccination is going to be the way to go for a
whi | e.

LI EUTENANT COLONEL RI DDLE: One of the
sidelines of this is that we also test for -- anong
t he cadets and i nmmuni ze those that are susceptible.

DR. PERROTTA: Thank you very nuch. M.
Lee, Varicella in the U S. Arny.

MR. LEE: Thank you.

DR. PERROTTA: Thanks for com ng.

MR LEE: Good norning, and thank you for
giving me the opportunity to present to the AFEB. M
nanme is Terrence Lee, and I'm with the US Arny
CHPPM and 1'lIl be presenting the epidem ol ogy of
varicella hospitalizations in the US. Arny.

My col | eague, Col onel Nang, is here, and
ny ot her co-author is Doctor Sharon Ludwi g, now wth
the U S. Coast Cuard.

I'd also like to acknow edge Col onel
Karwacki and Colonel Rubertone and M. Col has
(phonetic) from CHPPM DDS and the follow ng

i ndi vi dual s from MEDCOM and TRADCC.
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As you know, varicella, characteristically
recogni zed by pox and skin lesions, is a highly
contagious disease transmitted by respiratory
droplets, and it is known as a chil dhood di sease, and
by the age of 18 only about 18 percent -- only about
seven percent, excuse nme, of the population are
susceptible as we've seen in the previous
present ati ons.

But because of risks fromconplications,
potential outbreaks, and varying rates reported in the
Armed Services, varicella is still a pertinent issue
for the U S Arny.

The vacci ne has been avail abl e from Merck
for about four years, and the question at hand is
should we wuse this vaccine during initial entry
training, and the vaccine is believed to induce life-
long i munity.

So ny objectives at this talk are to
pr esent t he varicella epi dem ol ogy for t wo
popul ati ons, one for the active duty popul ations and a
subset of the active duty, the initial-entry trainees,
the recruits that are in training for about two
nont hs.

W did receive this question from Col one
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Karwacki, and as he nentioned, he did a brief
anal ysis, but we did a little bit nore in depth, and
this is what |I'm presenting now.

VW obt ai ned our cases from MedCom PASBA,
our popul ation data fromthe Arny Medical Surveill ance
Activity, and our training population data from the
Trai ning and Doctrine Command.

We | ooked at hospitalizations over a
seven-year period by searching by 1CD-9 codes, and the
dat abase that we use al so includes National Guard and
Arny Reserve hospitalized while on active duty, for
exanple, during their tinme during initial entry
t rai ni ng. And for these cases we obtained the
pertinent vari abl es.

Since the database that we had no reliable
i ndi cator whether or not a variable -- whether or not
a hospitalization occurred during training, we used a
filter to sel ect initial entry training
hospi talizations, and we chose -- our filter was based
on tine in service, rank, and by IET training sites.
And for our denom nator we cal cul ated person tine from
the first eight weeks of training for each year from
the nunber of entering and graduating trainees for

each year.
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And -- |I'm sorry. That's our slide
explaining our filters for initial entry trainees.
And our analysis was done on SPSS and Ki square on
SMLTREE 2. 9.

Now, for the active duty, as we've seen,
there has been a decline. This is for the total U S
Arny active duty. There has been a decline in cases
froma high of about 16 per 10,000 to about four or
five per 10,000 in 1996, 1997. And in 1996, 1997,
t here were about 200 hospitalizations for those years.

And this chart shows risk by gender. Not
surprisingly, males accounted for the bulk of the
cases, 85 percent. However, fenales had a
significantly higher risk for hospitalizations. And
this shows by race, and Blacks we found had a
significantly higher rate conpared to Wites and
conpri sed about 40 percent of all hospitalizations.

Hospitalization rates by age reveal that
younger soldiers, those under 20, did have a higher
rate for hospitalizations conpared to those over 20,
and as age increased, there was a decline in rates.

And our analysis by rank agrees with the
previous slide, that |ower-ranking individuals have a

hi gher rate conpared to all others.
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By occupation, nedical personnel also had
a higher risk conpared to non-nedi cal personnel. This
makes sense. It's -- they maybe have a higher
exposure to varicella cases.

So, | ooking at these variables, we found
that femal es, Blacks, younger-age enlisted soldiers
and those in nedical occupations have higher rates.

W also |ooked at hone of record or

residence prior to service, and this is in your

handout. It's kind of hard to read here, but we found
t hese | ocations to have higher rates. This will be
shown on a graph -- graphically on a slide a little

bit later. And these are locations with |ower rates
for varicella. The high-rate |ocations are signified
in red. Many of these are island states such as
Puerto Rico and Hawaii and popul ated areas such as New
York, New Jersey, and Washington, D.C. And |lower-rate
| ocations included rural areas, the lowest rates in
| owa, New Hanpshire, and Montana.

Length of hospital stay, the nedian is
about six days. There were sonme cases that had over
21 days of hospital stay. This slide shows | ength of
service for individuals. And, as we see, 40 percent

of varicella hospitalizations occur to those
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individuals in one year service, and if you | ook at
that first year of service, you see | have a breakdown
by nonth, and you see at the second nonth there is a
peak which then declines over the year. And in that
first and second nonth of service, nmany of those
hospitalizations are those in initial entry training.

This graph breaks down the total active
duty varicella hospitalizations, the blue representing

hospitalizations not during training and the green

representing t he initial entry traini ng
hospi tal i zati ons. And it's fairly consistent
t hroughout the years. |It's about 10 or 11 percent of
hospitalizations occurred during initial entry
traini ng.

And simlar to the total active duty, for
initial entry training there is also a decline, a
general decline in cases and cases and ranks.

Col onel Nang, could you put on the slides?
Just to refresh your -- give you a little graphics
here. Initial entry trainees, these are the young nen
and wonen nostly 18 to 20 years old. They enter as
civilians, get their hair cut -- next slide -- and
live in relatively close quarters for eight weeks.

Next slide. And they are taught the Arnmy way of life
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and taught how to be a soldier.

During this time who is nore susceptible
to varicella? Well, we found by gender there is no
difference between males and fenales. Simlar to
active duty, we did find that Bl acks did have a hi gher
rate for varicella conpared to Wites.

Now, for the I|IET popul ation, we found that
t hose younger than 20 had a lower rate for varicella
conpared to those over 20. But you see after 20 --
the age groups after 20 the rate goes down at | east
for those over 25.

By post, we found that Fort Knox in
Kentucky had a higher rate conpared to all other
| ocations, but this only accounted for about 15
percent of the cases.

So for the initial entry trainees, we
found that Bl acks, those in the age group of 20 to 24,
and those at Fort Knox had the highest rates for
vari cel | a.

We al so | ooked at hone of record for the
initial entry trainees and found that sonme island
states, particular Puerto Rico, which appeared in both
as having a high rate for the initial entry trainees

and the active duty, as possible inportant |ocation.
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So in summary, we've seen a decline in
cases and rates for the total active duty Arny and for
the initial entry training popul ation. Mst of these
cases occur to soldiers with |less than one year of
service, and IET would seema likely place to i munize
if we were to inmmnize. However, cases in IET only
make up 10 percent of hospitalizations. H gher rates
were seen for fenales, Blacks, perhaps younger age,
and soldiers fromisland | ocations.

So our conclusion is that for the Arny the
varicella does not seemto be a l|large problem In
1996 there were 220 cases. 1997 there were 222. For
the | ET popul ati on there was about 20 or 21 cases each
year for 1996, 1997. There has been a decline in
rates, and there's a high nunber of individuals that
have -- that are inmmune to varicella already.

Qur cost effectiveness by Col onel Nang
will now foll ow

DR PERROTTA: Any questions for M. Lee?

Thank you, sir.

COLONEL DI NI EGA: M. Lee, | have a
guestion while you' re doing that.

MR. LEE: Yes.

COLONEL DI Nl EGA: The last statenment you
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said was there's about 200 cases per year and only 10
percent in the |IET population, is that correct?

MR, LEE: Yes.

COLONEL DONFEGA: O the ones that are out
of IET, are those cases all hospitalized cases?

MR. LEE: Yes. My data is data of
hospi talizations.

COLONEL DI NI EGA:  Ckay.

COLONEL BRADSHAW This is Col onel
Bradshaw. | had one other question. D d you | ook at
marital status on any of these people?

MR LEE: No, we did not. W did not |ook

at that.

(Pause.)

DR. SEWARD: Can | nake another comrent
while we're waiting? | nean, | think other avail able

data on incidence, hospitalizations in the rest of the
country definitely does not show declining trends that
you're seeing in the Arnmed Services. So | nean, |
don't know if this reflects bias, you know,
hospitalization as an isolation policy that's changed
over time. But definitely national hospitalizations
are increasing, and incidence is definitely not

declining in the adult population in the country
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overal | .

COLONEL BRADSHAW This is Col onel
Bradshaw. W do have a secular trend in the mlitary
of decreasing hospitalization rates across the board.

So our entire popul ation, hospitalization rates are
reduced, but | can't speak to the specific policy for
vari cel | a.

DR. PERROTTA: Doctor Atkins?

DR, ATKINS: Has there been a change in
the proportion of new recruits to the total mlitary
popul ati on over tine, because clearly the rates are
hi ghest in that first year of service, and if that
proportion has been changi ng over tinme, that mght be
reflected in the total rates in the mlitary.

MR. LEE: As one of ny slides shows that
there has been a decrease during initial entry
training, and for the total active duty I was not able
to canvass all mlitary hospitals to find out their
policies. For the Arny, initial entry training occurs
at five different sites, and at those sites | did
confirm with the Preventive Medicine Oficers that
currently if an individual has varicella, that person
will be hospitalized, and this has been the policy for

all five sites since 1990. So whereas in a non-I|ET
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site perhaps -- perhaps there may have been a shift to
nore outpatient care for varicella. But for these
five IET sites, the policy has been consistent since
1990.

COLONEL DI NI EGA: |'ve been assigned
overseas on several occasions, and | know in the
overseas theater the policy was not only for varicella
but other contagious diseases or those that wll
require a lot of nursing support, if they were living
in a barracks situation, then they would be
hospitalized if they needed support services even
t hough their di sease did not war r ant t he
hospitalization. |If they were -- they had their own
quarters, they were nmarried and had their own
quarters, then they would be just told to stay at hone
and not be hospitalized, and | think that's very nuch
the general rule today. |f they need nursing support
and they can't get that at the barracks, then they
woul d be admtted. So |I'ma little bit surprised that
you had that many people, although we don't know how
many were handl ed on an outpatient basis, still had a
| ot of ol der people who were hospitalized.

COMVANDER TEDESCO This is Commander

Tedesco. One of the things also that's happened in
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the | ast couple of years is although those people are
actually going into the hospital to stay, they may not
be counted as a hospitalization anynore, and they put
themin a holding capacity. |In the past, getting your
so-cal l ed nunbers up in the hospital earned you nore
noney from the big financial machine up above. Now
it's cone reverse, and to get your hospital cost down
and to cone in line wth DRGs where sone of these
fol ks have just needed to cone in to be kind of fed
and watered and have the Arny nomtake care of them
that did not count as a true hospitalization froma
DRG perspective. They just started putting themin as
on an outpatient basis in a holding area and were just
taken care of in a pseudo-barracks in the hospital.
And that can account for some nunbers com ng down.
They're just no longer recorded as inpatient
hospitalizations, and they truly are still in the sane
situation.

MR LEE Actually, | did wonder about
that too, and | asked the Preventive Medicine Oficer
at the five sites are these recruits formally
hospitalized, and they said yes, they are. These
recruits are formally hospitalized.

COMVANDER TEDESCO Ckay. So for your
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pur poses they still were counted?

MR. LEE: Yes, for the initial entry
training.

COLONEL BRADSHAW This is Col onel
Bradshaw again. As | nentioned, the trend overall in
the mlitary is comng down on hospitalizations, but I
m ght also point out that a nunmber of our MIFs who
previously would hospitalize no | onger have inpatient
facilities, and that's a significant decrease also.
And so, as he nentioned, there's about what, 10
percent of the recruits -- or the recruits represent
about 10 percent of the overall --

MR, LEE: Yes.

COLONEL BRADSHAW -- varicella cases.
And so in these other areas, if you don't have an
inpatient treatnent facility, they're not going to be
able to hospitalize unless they hospitalize them
downtown, and in nost of the cases they're just going
to tell themto stay home on quarters.

DR PERROITA: (Good. Ckay. W do need to
nove forward. Li eutenant Col onel Nang, a cost-
effective anal ysis.

LI EUTENANT COLONEL NANG  Thank you very

nmuch, sir. My nane is Lieutenant Colonel Roberto
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Nang. I'm with the US. Arny Center for Health
Pronoti on and Preventive Medicine. |It's a pleasure
for me to present to the AFEB work that we've been
doi ng wi th Johns Hopkins University, M. Rene Howel |
and Doctor Charlotte Gaydos and also Terry Lee of the
US. Arny Center for Health Pronotion and Preventive
Medi cine. Next slide please.

I want to acknow edge the assistance and
advice given to us by Colonel Karwacki, Colonel
DeFraites, and Lieutenant Conmander Sharon Ludwi g
before she transferred to the Coast Guard.

In brief, this is what I'mgoing to cover
today. A lot of this has been covered by M. Terry
Lee in the introduction. There have been sone snall
outbreaks in the U S Arny, the licensure by Merck of
Varivax in 1995 and sone of the data presented by
Doct or Karwacki pronpted us to take a |look at the
i ssue of the epidem ology of varicella in the U S.
Arnmy and al so the cost-effectiveness analysis. The
ACI P came out with their recommendations in 1996.
Next slide pl ease.

And | just want to highlight a couple of
issues wth regards to the ACIP recomendations in

terms of its inpact on our cost-effectiveness anal ysis
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nodel and also in light of our deliberations with the
policy devel opnent for varicella.

Basical |y in terms of t he ACI P
recomendati ons, the thing that was nost interesting
to us was the recommendations to provide varicella for
pediatric -- the pediatric group as well as for
certain occupational workers such as health care
wor kers. Next slide please.

Again, this was previously covered, the
epidemol ogy of varicella s talk by M. Terry Lee. W
continue to have a decreasing trend in varicella
hospi talizati ons. | ET hospitalizations conprise 11
percent of total active duty Arny hospitalizations.
So that actually 89, 90 percent of the active duty
hospitalizations are occurring outside of the initial
entry training.

Now, the key thing about that is that
t hese groups of people comng down with varicella
hospitalizations are spread out all over the world,
and so there's no centralized place for them to
actually be -- be intervened, which is different from
the folks in | ET.

The folks in IET are in the training

| ocations and therefore were prinme candi dates for us
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to look at interventional policies. Next slide
pl ease.

As previously stated, Blacks and island
home of records appear to be at higher risks.
Unfortunately, we also in deliberations with MedCom
realized that imrunization strategies targeting
speci fic popul ations are not feasible due to nedica
| egal i ssues.

Again, | want to point out that 93 percent
of recruits have protective antibodies, and so we
focus on possible interventions during |ET. Next
slide pl ease.

The cost-effectiveness questi on was t hat
given the epidemology of varicella in the US. Arny,
is it cost effective to give varicella vaccination to
incomng recruits, and we |ooked at four different
strat egi es. W conducted a cost-effectiveness
analysis nodel to assess the health and econonic
consequences of screening at the MEPS and vaccination
at | ET, screening and vaccination at IET. MPS is the
Mlitary Entrance Processing Stations, which occurs
i mredi ately before the actual basic training. [|ET s
i ndividual entry training which is basically the sane

thing as basic training. Screening and vaccination at
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| ET, universal vaccination at |ET, and no intervention
strategy. Next slide please.

Cost - ef fecti veness met hodol ogy used
SMLTREE 2.9. Next slide please.

And nunerous assunptions went into the
nodel . The nodel considered expected vaccination
costs, direct and indirect nedical and training costs,
varicella hospitalizations, varicella conplications,
vacci ne adverse events, and the required treatnent for
t hose adverse events. Sensitivity analysis was used
to range the values of the different variables
i ncorporated into the nodel, and the study | ooked at
100, 000 recruits, which is about what the Arny sees on
a yearly basis, considered froma one year analytic
hori zon for the eight weeks of basic training. Next
slide pl ease.

In ternms of anortization, we used 1996
dollars and used a five percent discount or inflation
rate. Qur screening assay that we considered was an
ELI SA- STAT antibody test, wth an 86.1 percent
reported sensitivity and 98.6 percent specificity.
The military cost for the screening test was $11.24
per test. Next slide please.

It's inportant to note that the sites and
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timng of screening conponent was very inportant in
the timeline regarding protective antibodies that were
i nduced and also in admnistrative costs, and |']
cover that in a little bit nore detail in the
follow ng slides. Next slide please.

If we were to take a | ook specifically at
the tinelines for antibody protection offered by the

different strategies, let's take a | ook for exanpl e at

screening occurring at MEPS. If the first dose is
given within 48 hours -- we assune that the first dose
will be given within 48 hours of IET. Preventive

antibodies will not be assuned to occur until at the
end of week four.

I ndi vidual s are thought to be susceptible
to infection up until week four and given an average
t wo- week i ncubation period |later, synptons woul d not
be prevented or disease -- we would not be able to see
di sease until -- or prevent disease until the end of
week six. Next slide please.

If we were to screen at the Reception
Battalion during IET, in other words the very first
week that they're in individual entry training, then
what woul d happen is that their first dose would be

del ayed. They would be getting that first dose
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differently fromall the other vaccinations that they
receive during the first week, and therefore,
prevention of synptonms would not occur until week
seven.

Wth universal vaccination and no
screening, the first dose would be given at the sane
time that all the other vaccinations woul d be given,
and the di sease would be prevented after six weeks.
Next slide pl ease.

This covers it in a little bit better
detail. You can see at the top the distribution of
varicella hospitalizations by week of individual entry
t rai ni ng. You can see that the first nonth's
distribution is there and the second nonth's
distribution is there.

If we were to screen at MEPS and then
begin the inmunizations at the first -- at the start
of individual training, the recruits would be
susceptible to infection up until about week four. So
the propagation from person to person of varicella
woul d continue, and we would not be able to really
prevent any synptons or disease until after week six.

Next slide pl ease.

At | ET everything stays the sanme except
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that the screening and the imunization would be
del ayed one week. So screening would occur at the
first week of IET, and then the first shot would be
gi ven one week later. Subsequently, varicella would
not be prevented until after the seventh week. Next
slide pl ease.

W' re going to cover now the cost of the
vacci ne. It's a two-dose schedule. It induces
protective antibodies in 75 percent of individuals at
four weeks after the first dose and in 99.7 percent at
four weeks after the second dose. This was taken from
t he package insert from Merck

The cost of the vaccine is $29.75 to the
Arny, and with the ancillary supply storage costs and
the cost to adm nister the vaccine, the total cost for
the Army was $31. Next slide please.

QG her adm nistrative costs which I'll have
togoinalittle bit nore detail also. Gven what
you saw with regard to the graphics in terns of the
different screening strategies, if we were able to
screen at the MEPS and inmunize at the Reception
Battalion, there would be mnimal tine and cost to add
varicella vaccine to the nyriad |ist of other vaccines

the recruits are normally going to get anyways. So
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basically that first dose does not require any clinic
visit and would -- and the cost for that visit would
be zero, mnimal. However, the second dose would
require a clinic visit at $58, and this was a pretty
conservative figure.

If we were to screen at IET in the
Reception Battalion, and so therefore the first dose
woul d be given at a different tinme in the mddle of
training cycle, that would require a clinic visit. $So
it would require two clinic visits at $116. Uni versal
vacci nation would require only one visit because the
first one would be given along with all the other
vacci nes. Next slide please.

Qur norbidity estinmates fromthe 1997 data
was 21.6 per 10,000 recruit-person years. G ven what
M. Lee presented, this is consistent with the
downward trend in the incidence rates that we've been
seei ng.

Since only 8.8 percent of new recruits
| ack protective antibodies, we actually cal cul ated an
incidence rate for susceptible recruits, and this cane
out to 41 per 10,000 susceptible recruit-person years
or 4.1 per thousand.

Based on t he tinme | ag bet ween
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i mruni zations, conferred protection would actually
prevent only 32.6 percent of hospitalized varicella
cases with the MEPS screening strategy and only 16.4
percent by the IET screening strategy, the I ast
week -- prevention of the last week's worth of
hospitalizations. Next slide please.

For our vacci ne adverse events and costs
we considered mld to noderate adverse events, but the
CEA nodel included only generalized varicella-like
rash which was estimated at 5.5 percent and which
woul d require one- day hospitalization for
hospi tal i zati on of $659.

There's a statistic for fevers, but since
we assunmed that nost of the people experiencing
generalized varicella-like rash woul d experience 100
percent of the tinme nost |ikely fevers, we subtracted
that to get our estimate of unconplicated fevers
That was estimated at around five percent, 4.7
percent . These would be admtted differently and
woul d be admitted in a mniml care type setting for
one day observation. That cost is conservatively
estimated at $105. Next slide please.

Wth regards to the mlitary training

costs, we included the operations of the nmlitary
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installations and the training prograns, the cost of
| ost productivity, direct training costs, indirect
training costs, for the total training cost per day of
$139. Next slide please.

Qur estimates for the nedical cost savings
from the varicella conplications included the

conplications due to the varicella pneunonia

secondary bacteri al i nfections, and varicella
encephal itis. Those were the incidence rate for
t hose.

Cost considerations for these diagnoses
were taken from three 1CD-9 codes and our estimate
used an average bed day cost for 7.3 inpatient stay of
$672 with an outpatient visit at $58. Next slide
pl ease.

The nedical cost savings from varicella
deat hs were al so estimated with reports as high as 3.1
per 10,000 infections, and up to 10 to 30 percent of
conplications resulting in death we estinmated a cost
of $1,000,000, assumed for any varicella death
regardl ess of age or sex. Next slide please.

Qur results. Basically if we take the no
intervention strategy, if there was no varicella

prevention programin |IET, 36 cases of varicella would
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devel op, costing $5,028 in nedical costs and training
costs per diseased individual. A total cost for the
strategy $181,000. Next slide please.

If we took a | ook at the I ET screening and
vacci nation strategy, which would be delayed by one
week, this would prevent four cases of varicella, .13
conplications, .03 deaths, for a total cost of
$3, 436, 000. It would cost $255,000 over no
intervention strategy and would represent a cost of
$813, 750 per varicella case prevented. Next slide
pl ease.

If we look at the MEPS screening and
vacci nation strategy, which is nobre cost savings
because the first dose could be given with all of the
ot her vaccinations, it would prevent an additional
three cases of varicella, .010 conplications, and .02
deat hs, again, additional over the IET. The cost of
the MEPS strategy woul d be $2, 915,000, savi ng $521, 000
over the I|ET strategy, but it would cost $2, 734,000
over the no intervention strategy and woul d represent
a cost of $390,571 per varicella case prevented. Next
sl i de pl ease.

The wuniversal vaccination strategy was

very expensive. It would prevent an additional two
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cases of varicella over the MEPS strategy. The cost
of the wuniversal vaccination strategy would be in
excess of $18, 000,000, costing $15, 000,000 over the
MEPS strategy and woul d cost $18, 592, 000 over the no
intervention strategy. It would represent a cost in
excess of $2,000,000 per varicella case prevented.
Next slide pl ease.

W did sensitivity analysis and ranged the
values of the variables in the nodel. Rangi ng the
val ues of the variables do not result in significant
changes in the cost-effectiveness strategies. Even if
the cost of vaccine and vaccine admnistration were
decreased to zero, even if the risk of vaccine side
ef fects approached zero, even if the cost of screening
approached zero, even if the hospitalization costs per
day were increased to $1,000 and $1,152 for the
conplications -- next slide please -- even if we vary
the probability of varicella conplications higher,
even if varicella cost for a death were increased to
one billion dollars per death, even if the vaccine was
100 percent effective or the screening assay were 100
percent sensitive, even if the incidence rate per
susceptible recruits were increased by four tines.

W al so conducted nultivariate sensitivity
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anal yses and they had basically simlar results. Even
if the adverse events decreased to zero, even if there
was no cost for the clinic visit, and even if we
assunmed 100 percent protection with receipt of the
first dose, the results of our cost-effectiveness
anal ysi s nodel was not changed. Next slide pl ease.

So to discuss why we -- we were very
excited when we first began this because we thought we
woul d be 1ooking towards recommending a screening
strategy and a vaccination strategy or maybe a use
questionnaire, but basically our cost-effectiveness
nodel was significantly affected by the follow ng
overriding factors:

W' re tal king about the cost of screening
for 93 percent of a population that are already
I mmune. The cost of vaccinations and vaccination
adverse events are not insignificant, and the delay in
i mmunogeni ¢ protection is not going to be able to
prevent disease until late in the eight-week cycle,
probably in the | ast one or two weeks.

Now, there have been previous cost-
effective analyses in the literature nodel ed, and they
nodel ed much higher incidence rates. They nodel ed

hi gher incidence rates in health care workers and in
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children. Next slide please.

W were conservative in our approach to
t herapy of vacci ne adverse events because of the close
training environnment in |ET. In other words, you
can't very well leave a recruit by hinself if he's got
a generalized varicella-like rash or fever, and they
need to be hospitalized.

On the other hand, the sane could be said
if we considered the varicella disease. So we
accounted for that also because if a recruit canme down
with varicella disease, they would also be
hospi talized.

We did not nodel benefits from possible
readi ness issues or from recycling of training
sessi ons. Now, this could be inportant if, for
exanple, there was a major war that we were invol ved
with and there was a significant need to increase the
nunber of trainees that would be processed, and in
t hat case any kind of an outbreak woul d pose serious
operational concerns. G ven what Commander Ryan had
previ ously pointed out were concerns for a ship far
away, these operational concerns nust be considered.

There may also be additional benefits

beyond the IET, and in the paper that we're going to
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be submtting for publication, we took a |ook at this.
Basically, there's about a 25 to 30 percent turnover
rate in the Arny. Either as a result of retirenment or
ETS ing or nedical discharges, there's about a 25 to
30 percent turnover in the U S Arny.

If we instituted an |ET vaccination
program after about seven years you would get to the
poi nt where all of those non-inmmune people in the
regular Arny woul d | eave, and they woul d be suppl ant ed
now by i muni zed recruits. So over a period of seven
years, |ET vaccination strategy mght -- would result
in about 99 percent protection of the active duty
force in the Arny.

Now, however, this mght be negated by
continuing downtrend in incidence rates that we're
seei ng. If we continue to see the downtrends that
we've seen in the Arny, Navy, or the Air Force, then
the effectiveness may be negated because the recruits
would be comng in inmmunized already or protected
anyways. Next slide please.

Doct or Ryan al ready di scussed the use of
guesti onnaires. They' ve been equivocal, and she's
covered that in detail already.

Again, we wanted to enphasi ze that despite
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the fact that we could potentially target sone of the
hi gh-ri sk groups in the island hone of records, this
woul d set us up for nedical |egal problens. So we
really couldn't go into a policy issue with that kind
of a strategy.

And lastly, it may be a little bit early
ri ght now, but given the ACIP reconmendations for the
use of varicella in the pediatric popul ations, there
is reason to suspect that the incidence rates in IET
and in the Arnmy nay continue to decrease.

So our conclusion is that given the review
of the epidem ology of varicella which M. Terry Lee
presented, and based on the results of our cost-
effectiveness analysis for currently available
screening and immunization strategies in |ET, we
conclude that at least in the Arny, an Arny-w de
policy for use of varicella vaccine is not warranted.

Now, this does not mean that we're not
| ooking at the possibility for certain occupational
groups like the health care workers or other
operational concerns, but for right now, as it stands,
this is the recomendation that would be given to
Medi cal Command. |'m open for questions.

DR. PERROTTA: Doct or Sokas.
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DR SOKAS: One is a comment that | don't
t hi nk anyone here -- it seens unlikely that we woul d
want to i muni ze universally against sonething that 93
percent of the people are already immunized. So
that's kind of to the side there. But ny question
really has to do with the striking difference in your
conclusion to what Comrander Ryan presented, and the
two questions | have are she apparently has a nuch
di fference cost for the serol ogic screening, and she's
also managed to insert the screening and the
I muni zation process into existing visits, and | was
wondering if any attenpt had been nmade to try to
replicate that with the Arny in terns of your cost
assessnents.

LI EUTENANT COLONEL NANG Ma'am if you
recall from ny discussion in the nultivariate
sensitivity analysis, even if the cost of screening
were to decrease to zero and even if our results were
still robust. 1In other words, what I'msaying is that
we considered all those issues. The biggest problem
had to do with the fact that there was, for the Arny
anyways, the incidence rates were still very |Iow, and
it was just too expensive.

DR. PERROTTA: Doct or Stevens.
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DR STEVENS: | feel like I"'msort of in a
schi zophrenic situation here. 1'd like to know what
t he explanation is. There's sonething bizarre about
hearing a couple of presentati ons where you not only
present a disease but you' ve saved noney and now a
presentation where there's no way you can save noney.

Sonmething's wong. One of the issues | guess is it
| ooks |i ke your analysis, at |east ny understandi ng of
it, talked about the prevention of disease only in
that recruit period or initial entry period. O
course there's going to be a spill-over to the whole
rest of the period in the mlitary in terns of
prevention of disease, and | suspect that nay be part
of the explanation.

I wonder also if there isn't sone efficacy
earlier than what you've calculated during the recruit
peri od.

LI EUTENANT COLONEL NANG Well, part of it
also may have to do wth our conparisons of adverse
events and the need to treat or hospitalize those
adverse events. Commrander Ryan didn't report any, and
that may be with what the Navy experiences. Qur
expected concerns for and treatnent for adverse events

is different, and | don't see --

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




170

DR. STEVENS: Seens |ike you got to get
the two together and get sone reconciliation.

DR ASCHER Look, turn the probl em around
alittle bit. Turn the problemaround a little bit.
W first discussed this at great length. The issue of
preventing in basic is very, very difficult because of
the fact they' re incubating. But |look at this froman
HMO perspective. The Arny's an HMO. They're taking
people in, and now they're responsible for their
medi cal care. A hundred thousand recruits, seven
percent are susceptible. That's 7,000 susceptible
peopl e. Wuld you justify, if you're running that
HMO, imunizing those people for their long-term
prevention of cost to the system That woul d be the
guestion. That's 7, 000.

The nunber in basic is piddling. | think
that would be the argunment, that the total burden on
the system of those 7,000 for their time in service is
consi derable, and then they're spread to secondary
cases and, you know, all of that. And that's where
we're dealing with the state with our HMOs, and they
say yes. At this rate they're doing it.

DR. PERROITA: Doctor Seward.

DR. SEWARD: | have some problens with
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many of the assunptions you used in your nodel. You
know, firstly, I think waiting four weeks -- | nean,
anti bodies are produced in the first week. 1In fact,

this vaccine is effective if given after exposure
very effective. So | think -- | nean, you can
conclude protection a week or definitely two weeks
after inmmunization, not wait for four.

I think basing the whol e epi dem ol ogy on
hospitalizations is -- you know, we've all talked
about the fact that that may not reflect the full
burden of disease in the service, and | know you
varied things in your sensitivity analysis, but would
you really hospitalize sonebody with a rash with 10
lesions? | nean that's what you're talking about,
general i zed rash after vaccination, five |esions that
you can hardly see, you're going to put sonebody in

the hospital for that for a day?

I nmean, | think a |ot of your assunptions
are really -- you've erred on the side of being very
conservati ve.

LI EUTENANT COLONEL NANG If 1 could

address those two issues that you talked about.
Nunber one, in terns of the concern that you had about

the elicitation of antibodies after four weeks post
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the first, we understood that, and that's why in our
sensitivity anal ysi s, mul tivariate sensitivity
analysis even if we assuned again -- | want to
enphasi ze, even if we assunmed again that 100 percent
protection was conferred by the vaccine after the
first dose, immediately after the first dose, our
results were still robust. So | want to address that
first issue.

The second issue had to do with -- |'m
sorry, what was the second point that you mentioned?

DR SEWARD. Basing the whole thing on the
epi dem ol ogy of hospitalizations.

LI EUTENANT COLONEL NANG Right. There
are certain things that given the -- given the
directives and the issues with regards to recruits in
the training environnent, there are certain things
that have to be done in terns of hospitalization for
recruits or there need to be seen by a physician.
These are sonetinmes beyond what nmay be common sense in
terms of what you would do if you were trying to go
see a doctor by yourself.

But when individual drill sergeants are in
charge of hundreds of people and they can't nake sure

and spend the tine because they have to go into an
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hour - by- hour training environnent, they have to send
themto be properly taken care of by --

DR. SEWARD: Yes. It's not that point.
The point is | think your rates may be much | ower than
your actual rates are overall in the Arny because
you're basi ng it al | on epi deni ol ogy of
hospital i zati ons and not cases.

DR. PERROTTA: Doctor Atkins.

DR. ATKINS: | had a question about -- |
nmean, | think under the assunptions you've made it's
not surprising it conmes out |ike this because you' ve

assuned you're only preventing about 20 percent of

cases in a small w ndow, which -- of an unconmmon
di sease. But I -- and you say you used a one-year
time wwndow. | guess I'ma little unclear about that.

Presumably the benefit of immnizing
people in that eight-week w ndow is because you said
40 percent of the cases occur in that first year, and
a lot of those cases that occur three, six, nine
nmont hs out are presumably prevented by i nmunizati on.
And you al so have the ancillary benefit that those are
often the index cases that transmt the disease to
people who have been in service longer and are

suscepti bl e.
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It's not clear to ne did you really
calculate the prevention of those cases that would
occur after the eight-week basic training?

LI EUTENANT COLONEL NANG Yes, we did. W
didn't do a cost-effectiveness analysis nodel for the
active duty Arny because that -- but we did take a
| ook at that, and we calculated for exanple the
del ayed post-one-year analytic horizon, the delay in
benefits to be derived by the active duty popul ation
with regards to the supplanting of the turnovers that
woul d be suppl anted by the i muni zed recruits. So we
did take a ook at that, sir, and, again, as | pointed
out, that is one of the limtations of the study
because this was, again, a cost-effectiveness anal ysis
of an interventional strategy for varicella for I|ET.

So whether or not there wuld be
addi tional benefits to be derived fromthe active duty
popul ati on, that would be another analysis that would
need to be done. But, again, | would like to point
out that if we're talking about it's seven percent, if
the rates continue to decrease and if the ACP
recomendations for coverage of the pediatric
popul ation is successful, then our estinmates would

actual ly become nore robust.

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




175

DR ATKINS: That's a valid point, but it
seens that the first question should be how nany cases
woul d occur in that one year and what proportion of
the cases in that one year could you prevent, and it's
clearly going to be nore than 20 percent because
presumably all the cases that occur, you know, eight
weeks and on out, you' d prevent all of those. It's
not surprising you're not going to prevent a |lot of
the cases that occur in those first eight weeks, and
the Navy has shown that, that you don't prevent all of
those with their prograns, but they saved noney
because of presumably by preventing other cases.

DR PERROITA: Doctor Stevens. Let's wap
it up.

DR STEVENS: Yes. | wanted to go back to
a point I think |I heard Doctor Seward nmake earlier
whi ch was as | heard you say sort of in passing that
you woul d expect nore susceptibles over tinme wth
I mmuni zation programin place. Could you coment on
that further, because | think you said sonething just
t he opposite?

DR. SEWARD: Yes. As children get
i mmuni zed, the ones who aren't are going to have |ess

chance of being exposed until you get coverage up to
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around 90 percent plus across all age groups. So
you're going to have a tinme where cohorts are noving
forward that are not exposed and haven't been
vacci nat ed. So | think tenporarily you'll see an
increase in susceptibility in recruit-age entering
recruits. And catch up on vaccination is good.

DR. STEVENS: That's what | thought you
said, and | wanted to conme back to this because |
don't think you can assune that wth civilian
i mruni zati on progranms that you're going to have | ess
and | ess susceptibles necessarily in the mlitary.

DR SEWARD: No. | nean, when states have
a mddle school requirenment in place, then that nay
change or catch up vaccination is good.

DR. ASCHER: Denni s, a point of
clarification. Dennis, a point of clarification.
Fromthe original discussion in '95 we were presented
not with a concept of preventing disease in IET in the
first wave of people comng in. You can't prevent
i ncubation. But if you inmunize when they hit the IET
wi th screening, you prevent those initial cases from
spreading to other recruits, which has the potentia
t o happen and whi ch was the problemthey were facing.

Now, the fact that isn't happening doesn't
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mean it can't happen or won't happen, and it's a
potential that's very serious. And so if vyour
experience is now l'mnot getting a |lot of varicella
in basic training, so what? That's not happeni ng, but
tonorrow it definitely could happen, and you have a
strategy to prevent it.

And then if you take those nunbers and say
what does it happen if you spread to that seven
percent. |f everyone of the seven percent get it, how

many cases have you prevented? That's much nore than

what your experience is. So |I'm saying that the
potential for all susceptible recruits to get
varicella in basic is a huge nunber. [It's nuch |arger
than your actual experience potentially. I's that
clear?

DR PERROTTA: Yes, and that ties in with
the use of hospitalization data which is a reasonabl e
thing to use, but we're learning this norning, those
of us who don't know it already, that's susceptible to
the vagaries of who gets hospitalized and what's the
real cost of that hospitalization and all that. So
that nakes it even nore vari abl e.

I like all this stuff, but I think | do

need to nove on for our last presentation this
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nmor ni ng, and, Doctor Seward, if you'd talk about the
AClI P recommendat i ons.

DR.  SEWARD: I was so focused on the
recent ACIP changes to the recommendations that
occurred in February that | just prepared slides for
that, |I'm sorry. I thought | was being asked to
present on the updated ACI P recommendati ons. So
verbally I will just quickly give you the general ACP
recommendati ons that have already been presented by
some ot her speakers today.

The vaccine, as you know, was |icensed
four years ago and was avail abl e through the federa
contract a year later. ACI P recommendati ons were
passed in June, 1995 and becane effective fromthat
date, although they weren't published until the
follow ng vyear. And the vaccine is routinely
recommended for children in infancy at 12 to 18
nonths. It's a routine recomendation, and then it's
recommended for catch-up vaccination of children 19
mont hs through 13 years. So every child should get
varicell a vacci ne.

For persons older than 13, so people
greater than equal to 13 years, the vaccine is -- was

recommended for those at high risk of exposure to
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people with severe disease. So that was health care
workers and famly contacts of immunoconpron sed
persons, and then it was should be considered for
peopl e at high risk for exposure, but that was changed
in February, and I'll give you that update now.

Cont rai ndi cati ons and precauti ons,
probably you're famliar with those, but just quickly,
if you're allergic to any vaccine conponents and
gelatin and neonycin are the two naj or conponents that
you need to worry about. There's no egg in the
vacci ne. Any noderate or severe illness, high fever
you shoul dn't vacci nat e. | mune- conpr oni si ng
conditions, there was a change in that that 1'll go
over in a mnute as well at the recent ACI P neeting,
but children with acute |ynphocytic |eukem a can get
the vacci ne under protocol, and then you shoul dn't
vacci nate people during pregnancy. You should wait
one nonth after pregnancy to vaccinate, and then there
are precautions for waiting five nonths after
recei ving any bl ood products or immnoglobulin, and
peopl e on system c steroids that can produce immne
conprom sing conditions should not get this vaccine.

So now I'"Il just give you an update in the

recent changes in the ACIP reconmmendati ons because
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they are definitely applicable to today's discussion.
Next slide.

The vaccine just -- I'mjust going to give
you a little overview to put the recomendations in
perspective. There've been 14,000, 000 doses used of
the vaccine until the end of last year. So | would
guess that there's over 15,000,000 doses now t hat have
been used, a little nore in the private sector than in
the public sector. Next.

Coverage anong children 19 through 35
nont hs through the National |mrunization Survey has
slowy and steadily increased from 14 percent the
first quarter that it was available in the second
quarter of '96 to 39 percent in the second quarter of
'98, but that's nine nonths ago. So | would guess
that it's well over 40 percent at this point, but
we're still a fair ways fromthe Heal thy People 2010
goals of over 90 percent for this age group. Next
pl ease.

Now, there's been three post-licensure
effecti veness estimates conducted in the field that
shows that the vaccine is very effective. It's
performng very well in the field wth vaccine

ef fectiveness estimates ranging from86 to 91 percent
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in three different studies. Two were child care
center outbreaks, and one was a case control study
conducted in pediatric practices. Next please.

So at the recent ACIP neeting, there were
sone additional recommendations nmade for the vaccine,
for child care and school entry, and these were based
on the fact that, as you know, varicella is a
chil dhood di sease. These are data fromthe Nationa
Heal th I nterview Survey show ng incidence by one year
age interval, showi ng that nost children get varicella
in the preschool years or in kindergarten and first
grade, and incidence drops dramatically by the tine
they' re seven. So you're going to have nost inpact if
you get children in the preschool and early el enentary
years. Next please.

Draft, Healthy People 2010 goals for
vari cel l a have coverage goals of 90 percent, over 90
percent for children 19 through 35 nonths and greater
than 95 percent coverage for school entry, and those
goal s won't be achi eved unl ess states put requirenents
in place.

So the ACIP voted -- wupdated their
recommendations in February to suggest that all states

shoul d inplenment requirenments for children entering
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child care facilities and el enentary schools and that
t hey should consider inplenenting a requirenment for
m ddl e and junior high school entry. And if there's
evidence of varicella wvaccination, a physician
diagnoses a varicella -- a reliable history of
varicella or serological evidence of imunity, a child
obvi ously doesn't need vacci nati on.

The next thing the commttee considered
was use of varicella vaccine for outbreak control and
use post-exposure. And just background information on
this, the vaccine's been used in Japan since 1974, and
they' ve done a lot of work in Japan on post-exposure
use of the vaccine. |It's a live attenuated vaccine.
It's very simlar to the Merck product. There's not
very nmuch difference in how these things are nmade, and
al so there was sone work done in the United States
with the previous formulation of the vaccine, and
these all showed a high effectiveness if the vaccine
was used within five days of exposure using vacci ne
doses lower, simlar to, or higher than the ultimte
vaccine licensed in the U S. Next slide please.

This slide shows the range of the
currently licensed vaccine. The blue shadowed area

t here shows that the vaccine ranges froma m ni mum of
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1350 platformng units. Wen it's reconstituted, up
to 10,000 platformng units, and this graph is froma
study done in Japan showi ng that the vaccine, the
ef fectiveness per exposure depends on dose, but it
al so depends on timng since vaccination. So doses
| oner than the Merck vaccine currently |licensed were
effective if they were given within three days of
i censure, but doses much below 500 PFUs were not
effective, and then after five days, although nunbers
were small, doses in the current -- in our licensed
vacci ne range were not effective. Next slide.

So some unpublished data that's just been
submtted for publication actually from a honel ess
shelter in Philadel phia where there was varicella
cases and 52 exposed susceptible children |ess than
13, vaccine was given to all these children 36 hours
after exposure, and only two cases of varicella -- or
two cases of very mld rash, 15 | esions each, occurred
in tw out of three siblings, and the one child who
escaped vaccination because he had an erroneous
varicella history at three nonths had a full-blown
case of varicella. So the vaccine was 95 percent
effective in preventing disease in this setting and

100 percent effective for prevention of severe
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di sease.

As the Arny has found in using it in Fort
Knox, it is quite effective in preventing disease
after exposure. Next slide.

So the ACIP voted -- recommended the use
of the vaccine in susceptible persons follow ng
exposure and al so reconmended the vaccine for outbreak
control and suggested that states could use it for
out break control by -- you know, they didn't have to
run out and vacci nate because they probably don't have
the resources to do that right now, but they could at
| east send letters to parents and things |ike that.

The third area was varicella anong adults,
and this is what's applicable to this discussion
today. And, as you know, adults have a higher risk of
hospitalization and death conpared wth children.
Qut br eaks may occur with | ower | evel s of
susceptibility, especially in closed settings.

CDC over the last 18 nonths has hel ped the
Coast Cuard, an INS detention facility, many
correctional facilities, and states probably wth
about 15 outbreaks in adults in closed settings, and
susceptibility has ranged fromthree to about eight

percent. So outbreaks can occur with three percent of
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peopl e susceptible, adults in closed settings.

And then we've also -- there's varicella
deaths are notifiable now, and they're nationally
reportable, and we've had reports of deaths of healthy
fathers who' ve gotten chicken pox fromtheir children

And so with that in mnd, the ACIP voted to change
t he reconmendati ons for vaccination of persons greater
than 13. So the vaccine is now recommended. As
Captain Trunp pointed out, the wording differences
between is recommended and should be considered is
considerable or it is used as such by whoever uses
t hese recomendations. So it's now recomended for
persons at high risk for exposure, and that includes
people who live and work in environnents where
transm ssi on can occur such as the mlitary.

And there was an addition to this high-
risk group. The forner groups are listed there, but
men living in households with pregnant wonen or
children were added as a new group to this high-risk-
for-exposure group.

Then t here wer e changes in t he
recomendati ons for I mmune- conprom sed  persons.
Previously the vaccine was contrai ndi cated for persons

with primary or acquired i mmune deficiency. The ACP
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now recommends that wvaricella virus vaccine is
contraindicated only for persons who have T-cel
i mmunodefi ci ency.

And then on the basis of results froma
trial of the vaccine in H V-positive children, it was
a small study, 41 H V-positive children with a
negative varicella history and negative anti body and
CM responses, they were in asynptomati c CDC stage one
wth CD-4 four counts greater than 25 percent,
recei ved vaccine, and they got two doses of vaccine
three nonths apart. Results were that the vaccine was
safe and effective, nore reactions than you woul d see
i n i munoconpetent children but not nearly as rmuch as
you see in children with |eukema, and they didn't
form as good an anti body response as i mmunoconpet ent
children but pretty good CM responses, and as far as

exposures have been followed, the effectiveness was

very good.

So on the basis of these data, the AC P
recomended that the -- based on these limted data
wei ghi ng risks and benefits -- and children with HYV

do get nore severe varicella, and if they've had
varicella have a higher risk of getting recurrent

herpes zoster. So weighing risks and benefits, the
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vacci ne should be considered for these H V-infected
children in CDC class one asynptomatic with CD 4
counts greater than 25 percent.

And, lastly, although these were not
recomendati ons, they were updates on safety that were
presented to the commttee. There've been three --
there were 6,580 VAERS reports received in the first
three and a half years of use of the vaccine. Mst
common reactions were rash and possible vaccine
failure. The serious adverse reporting rate was 2.9
per 100,000 doses. And serious adverse events
include, as you can see, the herpes zoster,
encephalitis, pneunonia, thronbocytopenia, seizures,
and deat h. There had been 14 deaths notified to
VAERS, but essentially all of them had definite or
pl ausi bl e ot her expl anati ons or i nsufficient
information to determi ne causality but certainly did
not | ook |ike varicella deaths.

Updates on safety, herpes zoster due to
the virus, reporting rate after vaccination 2.6 per
100, 000 doses conpared with a rate of 68 per 100, 000
for children less than 18 in a comunity study.
However, that conparison should be viewed sonewhat

cautiously because there's been less followup tine
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for the vaccines.

However, in |leukemc children, the rate of
her pes zoster was nmuch | ower, and so we do expect that
it will be lower too in imunoconpetent children.
Not abl 'y though, sone cases of reported herpes zoster
after vacci nati on i f there's been strain
identification of a rash, a nunber of the cases have
been due to wild virus. So there can be antecedent
wild virus infection before vaccination. Last slide.

Transm ssion, everybody is interested in
t ransm ssi on. It's very rare. There's been three
docunented cases with 14 mllion doses of vaccine
di stributed. That doesn't mean other cases haven't
happened, but there's only been three docunented
cases, and they're all from healthy children. One
happened to be to a pregnant nother who elected to
have an abortion. Fetal tissue was negative for
varicella vaccine virus, and there were no adverse
consequences in the other two transm ssion settings.
So transm ssion has never been docunmented in the
absence of a rash post-vaccination.

So, in summary, the ACIP recommends the
vaccine routinely for children and now recomends the

vaccine for adults at high risk of exposure to people
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who may get severe di sease and adults at high risk for
exposure, which includes nost adults actually.

Questions?

DR. PERROITA: Any questions for Doctor
Seward? Captain Trunp.

CAPTAIN TRUWP: Just for the record, I'm
not sure Doctor Seward introduced herself. She's the
Chief of the Varicella Activity with the National
| mmuni zation Program at the Centers for Disease
Control and was interested in comng. So | drafted
her to do this presentation.

DR. PERROTTA: There is a question.
Doct or Pol and.

DR POLAND: The issue with nmen living in
a household wth children, is that with children or
W th susceptible children?

DR, SEWARD: W didn't get into the
difference. | nmean, | think it would be susceptible

children | guess, but |I think we didn't differentiate.

I mean, | just think it's good for any adult around
young children. | nean, other children may come into
t heir househol d. | mean, we're getting frequent

reports of deaths in healthy nons and dads.

DR.  POLAND: Could you put a nunber on
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t hat when you say frequent?

DR SEWARD: Well, of the adult deaths --
I mean, 100 deaths occur a year fromvaricella or they
did before the vaccine was licensed. That's data from
death certificates. Death surveillance is just

starting now nationally, and it's nowhere near

conpl ete, but of the death reports we receive -- and,
as | said, it's just starting. So we've probably
had -- we've had 12 death reports since surveillance

started. Six of those are fromFl orida, and that wl|l
be published in an NMAR next nonth. Six of the deaths
in Florida, four were in adults, and one of those was
a healthy father exposed to his children. One was a
healthy 21 year old exposed in a famly day care
setting, and two, the other two adults were ol der, and
they were both from Cuba.

DR. POLAND: So it's been reported?

DR, SEWARD: Yes.

DR. POLAND: | mght not have used that
nodi fi er. The last question is you said that
transm ssi on of vaccine virus had never been reported
in the absence of a rash?

DR SEWARD: In the absence of a rash

post - vacci nati on.
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DR POLAND: Is that true in the study of

| eukem c children who got vaccine? | understood there
wer e.

DR. SEWARD: No. I mean in
i munoconpetent -- well, let --

DR.  POLAND: So in immunoconpet ent

reci pi ents?

DR SEWARD: Yes. | don't want to get
into that study. | don't knowif you want to comment,
Christina. There were certainly questions with sone
problems with that study.

DR. CHAN. My nane is Christina Chan.
represent Merck. In | eukem ¢ studies that we have
done the vaccine, a secondary transm ssion only
occurred with the one that have a rash post-
vacci nation, but no secondary transm ssion has been
noted in people that did not have a rash

DR PERROITA: Let's close up with Doctor
La Force and then Doctor Ascher.

DR. LA FORCE: Short question. The
varicella-rel ated deat hs wer e with antivira
chenot herapy as wel | ?

DR SEWARD. The reported deaths to VAERS?

DR LA FCRCE: No, no, the deaths in cases
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that were treated with antivirals.

DR. SEWARD: Yes, sone of them were, the
adults, but by the tinme an adult presents wth
respiratory distress, you know, w th pneunonia four
days post-rash, antivirals aren't going to do a whol e
| ot.

DR. LA FORCE: As a clinician |
respectful ly di sagree.

DR. SEWARD: Yes.

DR. LA FORCE: It works quite well.

DR.  SEWARD: They were not given ora
antivirals after rash. They were given IV antivirals
when they got in the hospital. It wasn't effective
enough.

DR ASCHER  The phenonenon you nenti oned
where susceptibility wll increase until vaccine
becones al nost universal, is that something you woul d
use as a stronger case for the mlitary to i muni ze or
it's about the same as any ot her popul ation?

DR.  SEWARD: | wouldn't use it as a
stronger case. | nmean, | would use it as a case for
the mlitary that you're not going to be able to stop
varicella in closed settings. | mean, even with a

smal | proportion susceptible, you re going to continue
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to have varicell a out breaks and cases unl ess you get a
conpletely imrune popul ation. It's just so
transm ssi bl e.

DR. ASCHER: But in the next few years,
the incidence is actually going to go up of
suscepti bl es, as you said.

DR. SEWARD: [t may. | nmean, the
susceptibility may increase. They may not be exposed.

| don't know what will happen to the incidence. You
know, those things --

DR ASCHER You coul d put sone nodel s out
that could give you sone interesting nunbers of that
in terms of cost benefit.

DR SEWARD: Well, we hope incidence won't
go up in adults. | mean, the whole purpose of the
chil dhood vaccination program and catch up is to
ensure that that doesn't happen. That's the scenario
we don't want.

DR. ASCHER: Well, where this w ndow of
i ncreased nunbers of susceptibles occurs, you're
sayi ng you hope that they don't get infected --

DR. SEWARD: Yes.

DR.  ASCHER: -- until the rest of the

world gets inmune. But I'mthinking in the mlitary,
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as you're adding nore susceptibles to these settings,
you just have nore possibility of outbreaks, and I
woul d nake it a stronger case.

DR. SEWARD: Yes.

DR ATKI NS: I nmean the exposure --
exposure has to go down. | nean, even though we've
only got 40 percent childhood inmunization, that's
still a 40 percent reduction in, you know, primry
cases out there. So, | nean, sone of the defining
trend in hospitalizations may be real and would be
expected to --

DR SEWARD: No. That declining trend is
not seen anywhere else. | nean, |'ve reviewed every
bit of data in this country. I mean, Peter Chew s
study from HMO i n Boston, you know, incidence is nuch
hi gher in adol escents reported there. A study Merck's
done in California, much higher incidence in
adol escents than you're describing in the mlitary.

DR ATKINS: But increasing trends? Wat
do you nean by --

DR SEWARD: No, there's no -- there's no
trend data avail able. I"m looking at it right now
fromthe National Health Interview Survey, and adult

i ncidence is increasing before vaccine canme out, not
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declining for sure. |It's not declining. Wat you're
seeing is very different from the rest of the
avai | abl e dat a.

DR ATKINS: But why wouldn't you expect,
you know, as there are fewer kids getting active
varicella that adult cases will go down?

DR. SEWARD: Well, there will be. That
will take a while. | mean, there's no evidence yet in
surveillance data or maybe just this year we're seeing
it. | mean, 40 percent of one cohort of children are
i mmuni zed, it's still going to take a while for enough
children to be inmune for incidence to decline.

DR SOKAS. Annie had an exanpl e where if
you' ve got a whole classroomfull of kids who are al
getting it, it's so transm ssible that you're exposed,
you get it, and if you only have one kid in the class
and you're susceptible, you get it. So it doesn't
matter that you have 40 percent fewer kids in your
cl ass.

DR ATKINS: Well, it depends if you're a
teacher or a parent. If you're a parent who's
suscepti bl e and you don't have exposure to 70 ki ds but
you have a | ot of exposure to two --

DR. SOKAS: Well, unless you' re a soccer
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parent. | nean, so that's the thing.

DR. PERROTTA: W can certainly continue
this and its relation to Force protection during the
neeting tonorrow. My official naval observatory tine
is sort of around 11 after. W' re going to need every
bit of 60 mnutes. So let's start again after Col onel
Di ni ega gives a couple of announcenents, at 10 after
1: 00, and we'll work with discussion tine and remain
flexible.

(Wher eupon, a luncheon recess was taken.)
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AAF-T-EERNOON S ESSI-ON
(1:20 P.M)

DR. PERROTTA: Wbuld you pl ease regat her
for the afternoon.

COLONEL BRADSHAW I'Il just reintroduce
nysel f once nore. Colonel Bradshaw fromthe Air Force
Medi cal Operations Agency. I'm the Chief of
Preventive Medicine there, Preventive Medicine Oficer
representing the Air Force.

I just wanted to briefly put this slide up
in regard to the secular trend we were tal ki ng about
in hospitalizations. This is just Air Force active
duty hospitalizations, rates per 1,000. But you'l
notice that in general the hospitalization rate's been
going down, and this is for a large nunber of
di seases, not just varicella.

| just wanted to briefly show this slide
to you so you could kind of see that it is a trend
that we're dealing with as we kind of nobve to a
capitated system nore nmanaged care-|li ke where we are
trying to hospitalize fewer people. That's only
probably one of the factors in the secular trend, but
just to denonstrate what's at work here.

(Pause.)
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COLONEL BRADSHAW Do you want ne to read
t he question first?

DR. PERROTTA: Yes, please.

COLONEL BRADSHAW Al right. Thi s
guestion is on the use of inactivated polio vaccine or
| PV for recruits and officer accessions.

"Request the Board review the avail abl e data and
provide a recomendation concerning the use of
i nactivated polio vaccine in new recruits and officer
accessions. Request the followi ng courses of action
be considered."

(a) is to continue present policy of a
single dose of trivalent oral polio vaccine or
trivalent OPV in all enlisted accessions and officer
candi dates or cadets, unless a previous adult booster
is docunented. |PV would be used as an alternative to
trivalent oral polio in selected individuals when
i ndicated according to the Advisory Committee on
| mmuni zation Practices recommendati ons.

(b) would be to change policy to require a
single dose of IPV in all enlisted accessions and
of fi cer candi dates or cadets who have not had an adul t
booster, unl ess the individual Is considered

unvacci nated and therefore requires full prinmary
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i mmuni zation with | PV.

The | ast course would be to discontinue
routi ne polio vaccination of accessions, except for
those w thout docunentation of a primary series.
Those individuals would receive a prinmary series of
| PV. Adult boosters would only be indicated for
travel to high-risk, endem c or epidem c areas.

kay. Just to set up what we're going to
tal k about briefly here, we read the question already
to the AFEB. W'll look at a little bit of the
background on polio and polio vaccines. W'Ill| |ook at
the current policy that we're using in the mlitary in
the various services, and we'll talk about sone of the
issues relative to the different vaccine types and the
problens with the vaccines, and then | ook at what the
various options are and afford a little tine for
di scussi on hopeful ly.

The question has essentially been read,
and the background is this. Polio has probably been
around for a long tinme. Descriptions of |aneness and
descriptions that would be consistent with polio as a
di sease have been around since antiquity. It was
first clinically described by Mchael Underwood in

Britain in the 18th Century in the year 1789.
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In the U S. the first outbreak described
was in 1843, and then actually the peak U S. incidence
was only in the last about 40 years or so. It was in
1952, at which tine we had about 21,000 cases
reported. Ever since then, for the nost part the
decl i ne has been com ng down consi derably.

As far as the virus itself is concerned,
it's an RNA enterovirus, a gastrointestinal virus. It
has three serotypes. Being gastrointestinal, it's
mai nly spread by fecal -oral contact or route, although
it probably has or can be spread by oral contact as
well as it is resident sonetines in the pharynx during
i nfection.

I ncubation period |lasts for about three to
35 days. Overwhelnmingly only up to 95 percent of the
infections are actually asynptomatic, and only about
two percent or fewer actually go to the flaccid
paral ysis that we're famliar with as far as polio is
concer ned.

The virus is present in the stool in
infected individuals for as nuch as three to six weeks
afterwards where it will continue to be shed.

This just kind of denonstrates graphically

how the cases clinically parcel out. The | argest
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nunber of course are asynptomatic. There are a few
that will have kind of very mnor sort of illnesses
with this, that being about five percent of cases. In
about two percent, they my develop an aseptic

meningitis, but wthout any other associ ated sequel a.

They' Il just have a stiff neck and a headache and
some other synptons. And then in about one or
fewer -- one percent or fewer cases, you'll have the

paral ytic polio, and that can either be spinal polio
or it can be a bul bar kind of paralysis in which case
the nortality rate and other problens are increased.

The vaccines thenselves, the first one
cane out in 1955. It was the inactivated or Salk
vaccine, which is known as the IPV or the first
version of IPV. In 1961 they cane out with oral, two
types of oral vaccine. This is the Sabin vaccine, and
there was Types 1 and 2. And in 1962, Type 3
nonoval ent oral polio was devel oped, and by 1963 t hey
had the trivalent vaccine that included all three
serotypes for protection. Later on in 1987 they cane
out with an enhanced form of the inactivated polio
vacci ne.

Now, as far as epidem ol ogy is concerned

of the virus, the transm ssion of wild poliovirus in
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the United States, the |last cases were actually in the
year 1979, and that actually involved Am sh
communi ties throughout several of the states in the
nort heast and m dwest, but there have been no further
cases of wild poliovirus in the United States since
t hen.

In 1991, in Peru was the |ast docunented
case of wild poliovirus in the Wstern Hem sphere, and
as of 1994 | believe, we have been certified free of
wild polio in the Western Henmi sphere.

However, world-wi de endem c areas still
exi st. These are predomnantly in Sub-Saharan Afri ca,
I ndi an sub-continent, and to a |esser degree in the
Eastern Mediterranean areas.

This shows the secular trends for polio in
the United States from 1950 or early period is when
the peak was. You'll notice that inactivated vaccine
occurred in -- or the use of inactivated vaccine
occurred in 1955, and shortly thereafter the incidence
of new polio cases dropped significantly. In 1960s
the live oral vaccines were introduced, and since then
the incidence of wild poliovirus has been pretty nuch
flatlined. Last indigenous case shown there of course

was in 1979 as we nenti oned.
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Now, | ooking nore specifically at what has
happened i n subsequent years, since 1980 up until the
| ast year, there were 147 confirnmed cases of polio in
the United States. O these, six were inported. They
acquired the wild poliovirus outside the United States
and then cane back and developed their flaccid
paral ysis once they were back in the United States.

The remaining nunber of the cases, the
| argest majority, about 95 percent, were associ ated
with oral polio vaccine adm nistration. Inactivated
vacci ne of course does not cause polio, not being a
live attenuated virus, and it's only the oral version
which is a live attenuated virus that you get the
vacci ne-associ ated polio, and that's probably because
of reversion of the live virus to a nore aggressive
form

Now, what are the characteristics of the
inactivated polio virus? Well, it is inactivated, and
it's highly effective in producing serologic i munity
and protection against polio, 90 percent imunity
after two doses, 99 percent after three doses, which
is the full series.

However, there is less local G imunity.

Now, this creates a situation where if sonebody had
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been i muni zed solely with IPV, went overseas, that
they could actually contract and enterically carry
wild poliovirus and bring it back with them but I
don't know for sure of what cases have actually been
docunented as actually occurring that way, but
theoretically | guess that coul d happen.

It has sone advantages. It's not |ive.
Therefore, when sonebody's immunized with this, it's
not shed in stool, and it can be safely given in
i mrunodefi ci ency situations. As you're aware, the
oral vaccine is not given to people who are either
i mmunodeficient thenselves or if there is soneone in
t heir household that is i munodeficient, it should not
be given. And there is no vaccine-associated
paral ytic polio.

D sadvantages are of course it requires an
injection which with kids and others is a little bit
nore problematic. You have to deal with the needl es.

It is a bit nore expensive than the other vaccine,
and it's not sure how long this duration of imunity
lasts if you only get the |IPV.

In ternms of the oral polio vaccine, it's
live attenuated, trivalent viral vaccine. It is given

oral ly. It is very effective also in producing
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immunity and protection. However, because it's
trivalent, there is sonme interference between the
different serotypes of vaccine, and so only 50 percent
or about half are inmune after the first dose. But
after three doses, nore than 95 percent are i mmune to
all three serotypes. It does provide the local G
immunity, and that inmmunity is felt probably to be
life-long as opposed to the | PV which we're not sure.

O course the advantage is it's easily
adm nistered since it's oral, although you have to
give it three tines. It also has had the very good
advantage in terns of the vaccine prograns across the
world in that it provides herd immunity through
enteric spread to contacts, and that's actually been a
useful characteristic when we've been |ooking at
nati onal vaccine prograns. It's | ess expensive, as
nmentioned, than the inactivated polio vaccine.
However, it does carry this risk of vaccine-associ at ed
paralytic polio, and | already nentioned the
interference between the serotypes that requires
mul ti pl e doses.

Now, what about the vaccine-associ ated
paral ytic polio? The overall recipient risk is about

one in 2.4 mllion doses. The first dose risk is the
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nost significant actually. It's about one in 1.4
mllion doses, and subsequent doses it goes up to one
in 27 mllion doses. so it's mainly a problemof the
first dose of the oral vaccine.

In terns of contacts of people who have
had the oral vaccine, little bit higher -- or actually
| ower rate, but it does occur, 1.71 in 7.6 mllion
doses. Again, this is also a higher risk in the first
dose, one in 2.2 mllion doses, and subsequent doses
again that goes up simlar to what happens in the
reci pi ent risk.

Agai n, probably the reason for this first
dose higher risk is that in a non-inmune individual
that gets the oral vaccine, they probably have
prol onged carriage or prolonged sheading of the virus,
and that allows nore tinme for there to be replication
of the virus and to allow reversion to occur to a nore
aggressive form of the virus rather than remaining
att enuat ed.

Anot her fact that we should note here is
that the risk of vaccine-associated paralytic polio
increases with age. It's much higher for individuals
over 18 years of age.

This just kind of shows how it plays out.
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Again, the majority of people that would be getting
this or be associated with soneone who gets this would
be healthy, and that is where you see nost of the
vacci ne-associ ated paral ytic polio.

However, i mrunodeficient people are nuch
nor e at risk, and SO they're probabl y
di sproportionately represented here in that respect.

Now, current ACIP policy and APA policy
are these. They recently changed the schedul e from an
all oral polio schedule to getting the first two doses
as the inactivated polio vaccine. Wth the third dose
and the dose at age four to six years being the oral
polio vaccine. The reason for that being that with
the first two doses you get a significant degree of
i mmunity using inactivated polio, and that hopefully
protects you against the prolonged replication once
you get the third dose of OPV. And so they're feeling
that gets over that first dose effect where you have
t he hi gher incidence of vaccine-associated paralytic
polio, but you still get sonme of the advantages of the
long-term OPV life-long imunity and herd imunity
situation.

Now, in terns of this, they are | ooking

forward to actually going to an all inactivated polio
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vacci ne schedule by year 2000. And so that's the
current thinking is that they are going to do away
with this hybrid schedule and go to an all I[PV
schedul e soon.

The adult booster is recommended only in
those that are for risk for travel. |PV because of
t he reasons we nentioned is preferred in unvacci nated
adults with no primry series, and also IPV is
preferred in imunodeficient households, either for
the individual or if sonmebody's in their household
that's i nmmunodefi cient.

Now, the ~current service policy as
contained in the Instruction on |mmnization and
Chenoprophyl axi s, for nost of the services except for
the Coast Cuard, all recruits get trivalent OPV. The
Coast Quard actually gives it to all their active duty
the way it reads in the current regulation -- or
i nstruction.

O ficer accessions also get trivalent OPV
unl ess they have docunented a previous adult booster,
and ot her boosters will only be given for high-risk
travel .

I PV as an alternate OPV based on the AC P

recommendations that go beyond what we previously
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mentioned. The probl em bei ng, however, is that nmany
recruits do not have shot docunentation. So in
effect, you alnbst have to consider them as being
unvacci nated adults. At least they don't have
docunent ati on of that.

In practice, however, | think we just
assunme that they haven't, and the technicians, at
least in the Air Force, npbst often just go ahead and
give themthe oral polio vaccine, and that's part of
the reason that the dilemma was raised initially to
us.

Now, these are sonme of the issues.
Essentially all cases of polio in the U S. since 1979
have been vacci ne-associ ated paralytic polio, which is
associated mainly with the oral vaccine. However
when you | ook at world-w de epidemology, there's
still 5,410 cases of docunented polio in 1998, and
that's statistics fromthe Wrld Health O ganizati on.

Many endem c areas al so have civil wars.
That prevents them from having national inmunization
days. It prevents them from having good vaccine
progranms. It also nmakes it nore likely for us as a
mlitary to have to go in there and straighten things

out as a police force.
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Polio al so persists in other areas such as
Bangl adesh, |ndia, Pakistan where maybe they're not
having a civil war right now, but there are areas of
the countries adjacent to places we m ght have to go.

This is just a map fromthe WHO t hat shows
the current areas that have either known or probable
wild polio virus which is the red areas, and then in
the yellow areas are areas that the surveillance is
insufficient, and they are considered high risk still
or relatively high risk. The other areas is where
it's zero with good surveillance and | ow ri sk.

Now, what are the options? Well, we kind
of read these off before, but 1'll go back over them
W can continue the present policy, which is
essentially routine trivalent oral polio to al
accessions, and IPV as indicated in other situations.

W can change to IPV for all new
accessions, either officer or recruit, and the |ast
one would be go to basically what the ACP
recomendati ons are, which they consider everyone in
the U S at lowrisk, so they don't reconmend an adult
booster, but if sonebody's traveling to one of these
countries or areas that we discussed or they're a

health care worker or other reason to be consi dered
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hi gh risk, then they would get an adult booster.

Ckay. I'Il leave it open to questions or
di scussi on here.

DR. PERROTTA: Doctor Pol and.

DR. POLAND: Dana, are there any
docunmented VAPP cases in the mlitary or on mlitary
dependent s?

COLONEL BRADSHAW  Ckay. What | attenpted
to do here was | | ooked at sone of our databases, and
the SIDR and SAID are the inpatient and outpatient
dat abases. There are currently 69 records in the
i npati ent database that have a diagnosis of polio
associated with it. About 30 percent polio mght be
the principal diagnosis, and that's fromI| think 1989
on.

The problem being is difficult to
ascertain if those are old cases or incident cases,
and | suspect, given that there's only an average of
about eight incident cases per year in the U S at
|arge, that it would be hard to believe that those
were all incident cases.

Fromthe outpatient database fromthe year
of 1998 there were 59 reported outpatient visits that

had an associ ated diagnosis of polio, and of those
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there mght be 45 percent that that would be the
principal diagnosis listed. But, again, it's hard to
ferret out if these are old cases, people that have
had polio for years and years.

So without actually going back and doing a
record review of that, it would be difficult to say.
I know as far as the Air Force reportable disease
dat abase, | ooking back through our database which
extends back for alnost a decade, we have zero
reported cases.

DR. POLAND: And also, do you know
anyt hi ng about the cost differential to DoD?

COLONEL BRADSHAW O 1PV versus OPV, |
don't have the figures on that. "Il try and get
t hose to the Board though.

DR PERROTTA: Doctor La Force.

DR. LA FORCE: No. The question's been

asked.

DR ATKINS: Wth regard to that question,
Dana, | nean, could you look at the age of the
subjects to get a sense? | nean, if it's VAPP,

woul dn't you expect it to be in newrecruits?
COLONEL BRADSHAW  The person, the officer

that | worked wth was supposed to send the
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spreadsheet, but | didn't get it. He had about 28
pages | guess from the printout, but 1'Il |ook at
that, and I'Il try and get that information to you as
far as what the age spread was.

DR, FLETCHER: When did you say the | ast
case in the United States was reported?

COLONEL BRADSHAW  1979.

DR FLETCHER: That was in the Am sh?

COLONEL BRADSHAW Yes. That's the | ast
wi | d poliovirus case.

DR. FLETCHER  Thank you.

DR. PERROTTA: Anything el se?

DR LA FORCE: Just wonder if it would
be -- it would be hard for nme to think that there's a
probl em unless you've been sued. Virtually every
singl e vacci ne-associ ated case is associated with a
tort, and this is not a secret. You would know about
this I would think imrediately. This is why |I'mfaced
with the sort of problemif it ain't broke, why fix
it. My sense is there is no problem here, and --
because if there were vacci ne-associ ated cases, you
woul d have been sued. You'd know about this right
away. |Is ny logic flawed?

DR. REI NGOLD: But if in fact the U S
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civilian population has been noved to an all [PV
schedul e next year, then the mlitary is going to have
to do sonething in terns of either becom ng consi stent
with that policy or deciding not to continue to
vaccinate routinely all recruits. So --

CAPTAIN TRUWP: And associ ated with that
transition, the expectation is that, you know, the
oral polio vaccine wll eventually be out of
producti on because there won't be any demand for it.
CDC is concerned about issues as far as, you know,
should we have a stockpile of OPV in case there is
rei ntroduction or sonme sort of outbreak and how that's
acconpl i shed because it -- so at sone point the
decision will have to be nade about, you know, what we
need to do.

As part of this transition to an all |IPV
schedul e, t hey are revisiting t he polio
recommendations and in particular will be |ooking at
things that apply to the mlitary popul ati on such as
t he recomendati on now for the adult booster of OPV
for those who will be traveling through endem c areas.

I'"'m not aware of any discussion as far as how that
recommendati on m ght be goi ng.

DR. MJSI C. | enjoyed -- this is Stan
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Music. | enjoyed your overview of this whole arena,
but one area that | think needs sone enphasis is that
CDC working with WHO i s now nounting a very snal | pox-
like effort in sending cadres of epidem ol ogi sts and
ot hers overseas to work on polio eradication over the
next nonths to a couple of years. So | expect the
gl obal epi dem ol ogy to change significantly.

DR. ASCHER: And the reading that | get
long-termis that OPV will be a BSL-4 agent.

DR. LA FORCE: Thought it would what?

DR ASCHER That's their -- | didn't nake
t hat up. OPV will be a BSL-4 agent. When the
eradi cation is declared, the vaccine strain wll
be worked with only under the nost extrene biosafety
conditions, and it will be like smallpox, like you
sai d.

DR MJUSIC. And the eradication won't be
declared until quite a few years off.

DR ASCHER Yes. W won't have to worry
about that this week.

DR. MJSI C. Is the WHO canpai gn using
oral ?

DR ASCHER: Yes.

DR.  MJSIC So the supply problem
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shoul dn't be an issue?
DR ASCHER Right. But then they plan on

switching long-termand putting the oral away.

DR.  REI NGOLD: But, Stan, | guess the
only -- | nmean if the issue you were raising is that
within a year or two all polio will be gone --

DR. MJSIC. No, no, just --

DR REINGOLD: The cases may be gone, but
obviously the issue of whether the virus will still be
there in the environnent in these countries is --

DR MJSIC Exactly. No, just that there
was this major effort that sonehow is going to
accelerate a | ot of deci sions.

CAPTAIN TRUWP: But their projection with
that effort is that in 10 to 15 years, we may be in
a -- they would like to be in the position of saying
that we're polio free and stopping inmunization
progr ans.

DR. PERROTTA: One nore, David.

DR. ASCHER: Is the recommendation for a
booster based on serologic data or is it based on
clinical data of infection inadequately -- in people
who' ve had an i nadequate primary inmunization?

COLONEL BRADSHAW I'"'m not sure | can
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speak directly to that. Does anybody el se know?

DR LA FORCE: Yes. I know what the
answer to that is. It is based on sone unfortunate
cases in mssionaries that had received polio vaccine
at arelatively young age and then as m ssionaries in
their 20s or 30s went out, and there were a cluster of
these -- Stan may renenber these -- in the '50s and
'"60s -- no, actually it wouldn't have been the '50s.
It would have been late '60s, early '70s, and it was
at that tinme that it was decided that booster doses,
particularly with OGPV, if you were going to an endem c
country should be done, and that's how that got al
started.

DR. ASCHER: Do you think that still
applies to the current cohort who have gotten newer
vacci nes?

DR LA FORCE | don't think so, but it is
hard to argue against the | evel of success that this
very sinple initiative has. The incidence of
paral ytic disease is zero after institution of that
very sinple strategy.

DR. MJUSIC. You nade a statenment, Marc,
about the tort business, and |'mwondering if that in

fact is true because of federal law and mlitary |aw
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and nmaybe if there were vaccine-associ ated cases in
the mlitary or their dependents, there would be not
the wusual civilian tort response but sonething
attenuated or do you guys get sued as regularly as
happens in the civilian area?

DR ASCHER VWell, there's a fund. I
mean, it's not --

DR, MJSI C I don't think the Federa
Governnent, you're not immune fromsuits, are you?

COLONEL  BRADSHAW No. W  get
[itigations. It's just they don't sue us as
i ndi vi dual doctors. They sue the governnent.

DR.  MJSIC Ri ght. They sue the
government, and | think the federal protection under
t he Vacci ne Conpensation Act applies only to infants
and doesn't apply to newrecruits, and this is why I'm
sure that there's probably never been a case of this
inarecruit.

DR. ASCHER: Actually it applies to the
pr oduct .

DR.  PCLAND: I think it's vaccine
specific, not age specific. What you're thinking
though is nost all of the vaccines we think of as

pedi atric vaccines that are covered under the VICP
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schedul e.

DR LA FORCE: | was on the ACIP when this
canme out in "86 or '87, and to ny know edge, adult
boosters were not covered, were not covered, because
there were a whol e phal anx of | awers that were there
in that room

DR ASCHER: We could ask them we could
ask the conpensation people. (a) you'd find out if
there are any cases and (b) if it's covered.

DR LA FORCE: Correct. |I'll bet there
aren't, but it sounds like the policy sort of has to
catch up with the tines is the --

DR POLAND: W're in this funny tine warp
where we maybe -- and | say maybe -- should continue a
booster for what wll likely be a short period of tine
before there's no need for it, and the question is
whet her to switch to yet another injection |I'msure a
magni tude of order or two magnitudes of order higher
cost and not know ng whether there are really any --
i ke you say, not knowi ng whether it's broken in the
meant i ne.

DR. ASCHER: You al ready have a program
It's not |ike choosing between them You' re changing.

DR. PERROTTA: Anything else? Thank you
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agai n, Col onel Bradshaw. Appreciate that and that
slide about AGE. |'ve got the gray hair. | get to
say that. Ant hrax Vaccine |nmunization Program
updates from our coll eagues in the United Ki ngdom and
Canada. First, Colonel Warde.

COLONEL  WARDE: Thank you, Doct or
Perrotta. First of all, I'd like to thank the
Executive Secretary for going to so much trouble to --
pai nstakenly to translate inmmunization programinto
English for the benefit of the appropriate agenda, and
you will see that 1've been to equal trouble to
translate it back again.

The text of this short presentation wll
be available before the Board neeting is over
tonmorrow. The programin UK began in March, 1998 when
the British Governnent announced that anthrax vaccine
is to be given by infornmed voluntary consent to
protect armed forces and civilian personnel deployed
to the @lf region against the potential use of
anthrax as a biol ogi cal warfare agent.

The voluntary policy was adopted to conply
with the ethical direction of the GCeneral Medical
Council in the United Kingdom in which all treatnent

is by patient informed consent.
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The UK vaccine is produced by the Centre
for Applied Mcrobiology and Research, and the
Departnment of Health holds the license. The vaccine
is an alumprecipitated cell free filtrate of strain
34F2 anthrax bacillus, rendered sterile by filtration
and containing .005 percent of thionersal as a
preservative, and the culture is grown to naximze
production of the protective antigen.

The dose regine, four doses of .5
milliliters should be given intramuscularly. The
first doses should be given at intervals of three
weeks, followed by a fourth dose at an interval of six
nont hs. Reinforcing doses of .5 nmi| intranuscularly
shoul d be given annually.

The vaccine was first used in 1963 and was
l'icensed in 1976. The batches of vaccine used in the
UK mlitary programin 1998 were anpoulized in 1991
and given a shelf life in comon with all previous
bat ches of two years. These anpoules were tested in
Oct ober, 1996, and the shelf life was extended until
January, 1998. The vacci ne underwent potency testing
by the National Institute of Biological Standards
Control in January, 1998, and in view of the results,

t he Medi ci nes Control Agency extended the shelf life
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to Novenber, 1998.

It is not known how many doses were
adm ni stered since 1976, but a total of 55 adverse
reactions from19 reports had been filed prior to the
mlitary program all of a mnor nature such as pain
and redness at the injection site, some nausea, and
sonme general nmal ai se.

Al personnel deploying to high-risk areas
are briefed by a nedical of ficer prior to
i mruni zati on. After the briefing, individuals nay
di scuss their concerns privately wth the nedical
officer. Al personnel also receive a briefing pack
and a letter from the Secretary of State, and on
conpletion of the briefing, personnel who wish to
receive anthrax vaccination conplete and sign the
consent form and retain a duplicate of it. No
disciplinary action is taken against those that
decl i ne the vacci ne.

Al'l imuni zations are entered into the
i ndi vidual's nedical record, and the Surgeon Genera
mai ntains a database of all those that have been
of fered and accepted or declined the vaccine.

After each i mmunization session, nedica

records are cross-checked with the anpoul es, and the
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nunber of those declining is recorded, and any adverse
reactions are reported via both the National Medicines
Control Agency yellow card system and up the nedica
chai n of command.

Upt ake has been di sappoi nti ng. Thirty-
four percent of those offered the vaccine have
accepted it.

On the 2nd of Novenber, 1998, the
Gover nnent announced a tenporary suspension of the
policy with effect fromthe 30th of Novenber, 1998.
The reason was that the CAMR the manufacturer, was
unabl e due to manufacturing difficulties to supply new
vaccine in time for the Iicense expiry of the current
stocks. It is hoped that the supply will be restored
in early 2000. The issue is not one of safety, but of
production and supply. And the suspension of the
i mruni zati on program does not affect the ability or
willingness to deploy forces, and this is because

i rmuni zation is one of a range of protective neasures

avai |l abl e.

That concludes ny presentation. |If there
are any questions, |I'll do ny best to answer.

DR. PERROTTA: Any questions for Col one
War de?
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COWANDER HANSEN:  The thirty-four percent
that accepted, why so many declines? Wat are the
reasons that Sol diers and Marines give for declining?

COLONEL WARDE: Any answer | give to that
is speculative, and it is clear that there is a |lot of
uncertainty on the part of the individuals as to
whet her they should accept it or not, and | don't know
the real -- the answer to that. dearly people do --
are vulnerable to information which spreads far and
wi de as occurs in this country on safety issues. |I'm
sure that in people's mnds there is an association
with «lf War Syndr one, al though there are
considerable differences in the way the anthrax
vacci nati on was adm nistered in 1998 conpared with how
it was adm nistered during the Gulf War. People do
have residual fears about that, and despite all the
effort that was made to overcone those fears and to

reassure peopl e about the safety of the vaccine, which

after all, has been used for a very long tinme with no
severe side effects, people still opt to decline the
vacci ne.

Wien the supply is reinstated, | know that

it is governnment policy to do better, and we have had

i mges on the television screen of the Secretary of
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State and seni or nenbers of the governnent in public
receiving their vaccine to reassure people. Wether
it in fact does reassure people is very interesting to
specul at e.

DR, REINGOLD: Jerry Ford took Swine Flu
vacci ne on TV too.

DR LA FORCE May | ask if the sane
latitude is given for tetanus toxoid, influenza
vacci ne, or other antigens?

COLONEL WARDE: Yes. There's certainly no
distinction in the principle of informed voluntary
consent with any vaccination in the Forces. There are
compul sory vaccinations in the Force.

DR LA FORCE And what's the -- may | ask
what the take rate is for tetanus toxoid?

COLONEL WARDE: | don't know the answer,
but I can try and find that out.

DR LA FORCE: Thank you.

COLONEL WARDE: My guess it wll be
hi gher .

DR. ASCHER: The TBE, Marc, the TBE when
we had both |ocal comander option as a filter and
consent was 25 percent less | think is in the

bal | park, but there was the two filters, not the sane
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exact situation, but definitely an infornmed consent
issue, and it was definitely after the Gulf War.

DR. PERROTTA: Col onel Bradshaw.

COLONEL BRADSHAW This is Col onel
Bradshaw. Do you have sone figures on your adverse
reaction rate?

COLONEL WARDE: No, | don't. Thi s
information | believe is kept by the Surgeon General,
but he has not vouch-safed it to ne, and -- but the
only information that | was given when | -- clearly |
t hought this question would arise, | said what is the
situation, and it is -- the answer was that the
adverse reaction rate does not cause any surprises or
concer ns, not very hel pful to a neeting of
epi dem ol ogi sts, but --

DR. ASCHER: This is a dunb comment, but
it has to be in the informed consent, what the rate
is. You have to tell the person the nunber.

COLONEL WARDE: Yes. | don't believe that
nunber has been gi ven because --

DR ASCHER. What Human Subject Conmittee
reviewed this? It has some rate of reaction, but
don't worry about it.

COLONEL WARDE: Yes, exactly right, and
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the reason i s because nobody knew how nmany doses had
been adm nistered prior to the introduction of the
program We know that sonething |ike 55,000 doses of
t he vaccine were issued between 1976 and 1998, but the
shelf life of two years accounts for by far the
majority of that, and actually | think that the use of
the general population -- as a veterinarian, |'m
actually quite interested in this -- is relatively
low, and it is not possible to be able to tell

potential recipients exactly what the adverse reaction

rate is.

DR. PERROITA: (Ckay. Very good. Thank
you, Colonel. Colonel Souter, from our neighbors to
t he north.

COLONEL SQUTER: | didn't cone here today
to upstage Col onel Warde, but | will be able to tel
you a little bit about adverse effects in the Canadi an
program

We have a sonewhat different policy than
the UK in ternms of immunization in general to BW
agents. W | ook at each operation, do a risk-threat
assessnent on each individual operation, and then at
t he Deputy Chief of Defense staff |evel or above, the

decision is nmade as to what BW i nmuni zati ons we go
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Again, unlike the British, our Queen's
regul ations and orders -- sanme Queen -- dictate the
mandatory nature of inmmunization when deenmed necessary
by mlitary authority and in the absence of any
contraindi cations, be they religious or nedical or
what ever .

That having been said, consent is not
necessary, and the uptake is considerable. If you
refuse a mandated vaccine, you're subject to
di sciplinary action for disobedience of a |awful
command, and unvacci nat ed personnel are not depl oyed
if it has been determined that that vaccine is
required, whether it's a BW vaccine or not for a
particul ar operation. The only exception to this is
when not receiving the vaccine will only conprom se
the individual's security but not the security of the
oper ati on, an exanple being individual UNSCOM
observers who may choose to go unvaccinated on a
specific m ssion.

W' ve got sone licensing issues that are a
little bit difficult with regard to BW Again, the
Surgeon Ceneral can authorize the use of unlicensed

vaccines -- unlicensed in Canada that is -- under our
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Nat i onal Defense Act.

If we want to use that sane vaccine within
Canada, however, we need di spensation fromour Health
Protection Branch, Reed FDA, part of Health Canada,
and under their special access program they can grant
us authority to use these vaccines. The speci al
access program was not designed for |arge scale of
usage of BW vaccines and has a lot of cunbersone
baggage attached to it such as namng potential
reci pients of the vaccine which mght not always be
possi bl e where we have to use it for civilian purposes
i n an energency.

The bottomline is our Surgeon CGeneral has
determned that he will use |icensed products wherever
practical, and upon obtaining adequate stockpiles,
we'll have a look at this whole policy issue, but
we're really fighting the stockpile issues right now

Anthrax itself, over the years we have
received our supplies from the U S. Departnent of
Defense. W've received themdirectly from M chi gan
Public Health before they went out of business, and we
have used CAMR in the UK as well. None of the --
neither of the vaccines are licensed for wuse in

Canada.
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On the other hand, our uptake rate when
we've used it, based on the policies that | stated, is
pretty good, conpliance being 99 plus percent. In
fact, I'monly aware of one case of non-conpliance in

t he Canadi an Forces, and this is under court-narti a

ri ght now.

W do provide the recipients with a
conprehensive information package wth all the
i nformati on we possibly can put together. It's quite

afit. Plus we provide our health care providers wth
a nore detailed health care provider orientated
package. Hopeful ly they can answer the questions.
And we do maintain a registry of all recipients of the
vacci ne.

To go back a little bit, back pre 1991 we
had no stockpile. Wen the Gulf War happened, our
intent was to inmunize our entire deploying force.
Unfortunately, we learned a hard |esson there that
everybody wants to use it at the sane tinme, and our
traditional sources, there was none avail abl e t hrough
M chi gan Public Health.

Late in the war or just before the ground
war, we did manage to get sonme of the CAMR vacci ne,

and about 500 of our actually nedical personnel wth
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our field hospital did receive anthrax vacci ne.

At that point a decision was nade to
obtain and maintain a small stockpile, holding 6,000
doses earmarked for rapid deployable elenents and
UNSCOM i nspectors. W didn't have a routine anthrax
i mmuni zation policy, as | said, because it's a threat-
ri sk base type of thing.

For the | ast eight years that was variably
supplied directly fromU. S. DoD if they had surplus,
and in the later years we were dealing directly with
M chi gan Public Health under contract buying directly
fromthem

W got into a bit of a problem I|ast
February with a fairly major redeploynment to the Qulf.

Qur stockpile was tine expired. W went off to
M chi gan Public Health, and they said you can't have
any because the U S. DoD wants it all. So we had none
available in that particul ar depl oynment.

VW did actually by dealing at the Chief of
Defense Staff Mnister of National Defense |evel with
the UK Mnister of National Defense and M. Cohen down
here, get snall quantities that were sufficient to
meet our requirenents for that particul ar depl oynment.

W -- actually, it was just enough to get us going
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there, and none of the people who depl oyed received
nore than two doses as we used it all up.

Again, in Cctober of last year we went to
Bio Port now who bought out M chigan Public Health,
and requested resupply. W couldn't get it. W went
around the pipe several tines. Finally in February of
this year, we got our current stockpile replaced,
getting 215 10-dose vials -- requesting 215 10-dose
vials and receiving 89 vials.

This 89 vials were given to us through DoD
conpletely consistently with the U S. current policy
on supplying of products to other than U S. Forces.
If you're familiar with that policy, it lists out a
nunber of requirenents, and what we got was for the
specific activities that we were doing that were
consistent with that such as supporting the US. in
coalition operations.

Way ahead, as of |ast week, DoD has
aut horized Bio Port to supply the Canadi an Forces wth
30,000 doses. That's quite a different nunber than
what you just read. That's of a total of 70,000 doses
that they've authorized for foreign release. The way
we're going to receive this is 2500 doses every six

nonths for six years, and we're payi ng $49 Canadi an a
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dose, which is a fairly good price.

We are also negotiating with Bio Part to
establi sh a Canadi an manufacturing capability and for
DND to license the vaccine in Canada to get around
some of these other issues.

Final ly, [0 nmention the Canadi an
Reactogenicity Study. This was started during that
February deploynent where we were able to get 572
peopl e sone ant hrax, two doses each. As | nentioned,
we did have to discontinue it after two doses, but
t hese peopl e have been foll owed.

The definitions of what we're | ooking at
interns of reactions | think you're all famliar with
here where we classify the systemc effects and the
nodul es separately fromthe mld, noderate, and severe
effects.

The expected rates, what we expected to
see, are listed there. Qur initial analysis of the
data suggests the Canadian rates will be marginally
hi gher in the noderate and severe categories. 1In the
system c categories, we have fromone to four cases.
None of themof Cuillian Barre sort of thing.

I would enphasize we are doing active

surveillance in these cases. W've gone back. W've
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had the people actually follow them up after their
i mruni zations. W're just reviewing the data right
now. It should be ready for publication within a week
or two is what we anticipate. Four weeks is what |
said there. And it is our intent to share it wth
this group and U S. DoD before we formally publish it
to make sure nobody is blindsided by it if it is
slightly different. Thank you.

DR. PERROTTA: Thank you, Colonel. Any
guestions? \Wayne.

COMVANDER MCBRI DE:  Thank you. | have a
coupl e of questions. I'"'m Doctor MBride here. O
t hose that were immuni zed and received two doses, when
you have additional supply, how will you handl e those
t hat have been partially imunized? WII you restart
the series where it was or what's your intent?

COLONEL SQUTER  The intent is to restart
the series where it was. | actually have a policy
docunent where we addressed this to the troops so that
they were reassured that we were doing the right
t hi ng.

One thing I mght add too is that even
t hough we did get UK and U S. supplies during that

depl oyment, we only used the U S. supplies. So we

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




235

don't have the problemof m xing and matching the two
vacci nes fortunately.

COVMANDER MCBRI DE: That's what | was
going to ask, if you were interchangi ng the product at
all.

COLONEL SQUTER:  No, no. And our intent
even when we got the second supply of the UK vaccine
was to keep that as a strategic energency, if we
really get into trouble we're going to use it, and we
really hadn't figured out how we were going to use it,

but there was such a problemjust getting vaccine at

that tine. W may have incorporated it into a
treatment reginme or sonething. I don't know the
answer to that. It was dicey.

DR FLETCHER This may be a question for
just anyone. | was just |ooking over this book here,
very nice, the biological warfare threatdiceys.
Anthrax is still nunber one. How big a threat is
there still continuing to be in the world?

COLONEL SOQUTER: That's an interesting
guestion. | think you have to look at it from each
country's point of view You have to look at it from
the mlitary threat point of view, fromthe civilian

threat point of view | think nost people would put
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it if not at the top, inthe top three in any of those
contexts that I'mfamliar wth.

DR MJSIC. Just as an anecdote, we had in
North Carolina two turned out to be spurious anthrax
epi sodes in the |ast nonth.

COLONEL DI NI EGA: Hoaxes or false
positive?

DR,  MJSI C Hoaxes, vyes, but |abeled
ant hr ax.

COLONEL SQUTER: There's an interesting
debate on that topic in sonmething called "The Defense
Monitor"™ which has just recently started publishing in
D.C. where they have reviewed the Public Health
Synposi um on Bi odef ense | ssues that was held about a
nonth ago in Arlington, and Defense Mnitor has gotten
hold of one of the intelligent analysts fromthe UK
whose opinion differs sonmewhat fromthe John Hopkins
group, and it's a good little article that they put
together. | have a copy in ny briefcase if anybody's
interested in seeing that. "Il provide it to the
Chairman if he wants to get a copy.

DR ASCHER. The reason it's an inportant
issue is that, as I'lIl get to later, the civilian

prepar edness plan involves a lot of this vaccine as
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well, w despread use in the event of a |arge-scale
epi sode, and the purchase of it and the qualification

of it, further qualification through FDA and all the

rest.
DR. PERROITA: Commander Tedesco.
COWANDER TEDESCO  Yes. This is Doctor
Tedesco. You had nentioned that the refusal of

ant hrax vaccine is a bar to depl oynent.

COLONEL SOQUTER  Yes.

COMVANDER TEDESCO Does that go wth
ot her inmmuni zations also if they refuse?

COLONEL SOUTER: Yes, it does, nost
certainly.

COMWANDER TEDESCO  Ckay. Does that then
apply if soneone has a nedi cal contraindication? WII
they be allowed to depl oy?

COLONEL SQUTER We'd have to | ook at the
issue related to what the threat or risk to him
personal ly was on depl oynment and the threat or risk to
the operation on the deploynent, and they have
depl oyed wi thout vaccines, | know that, in certain
cases, but we deal with it individually.

COMVANDER TEDESCO | just talked to the

other mlitary services, and ny understanding is
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Anerican Services are depl oying those people in spite
of their refusal, is that correct?

COMVANDER MCBRI DE:  Yes, that's right.

DR REINGOLD: They are or they are not?

COMVANDER MCBRIDE:  They are. If | could
comment on that, the policy of the DoD is that if
there are individuals who refuse to receive the
vaccine, then they are subject to admnistrative
action. They are kept in the high-threat area or they
are depl oyed to the high-threat area even though they
may not be inmunized. It was felt, as | understand
it, that they did not want to all ow people to refuse
the vaccine and then get out of deploying, and they
felt if they allowed that, then people would say,
well, | don't want to go on this deploynent so Il

refuse the vaccine and get an opportunity to stay

back.

DR. ASCHER: Use them as canaries, early
det ecti on.

DR. PERROITA: W call them sentine
units.

DR POLAND: | understood -- | mean the WK
vacci ne only takes four doses. Qurs takes six. You

finish in six nonths. It takes us 18 nonths. Do you
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happen to know-- | don't know that you were
necessarily prepared to get this question but is that
ef fi cacy based on animal studies or is it known from
occupational exposures or --

COLONEL SOUTER: | believe that it would
be ani mal studi es, surrogate studies.

COLONEL WARDE: Yes. | don't think we
have any greater freedomto expose human into studies
t han you do.

DR.  POLAND: No, | neant in terms of
certain occupational groups mght, you know, have
ant hrax exposure, and for exanple with our own vacci ne
we know it's effective. I"'m not talking about
weaponi zed ant hr ax.

COLONEL WARDE: No, | amperfectly certain
that this is -- what Colonel Souter said is true, that
this is based on animal surrogate nodels it's arrived
at this dose reginme, and it is clearly a significant
difference in the data sheet instructions. Wether in
fact it reflects such a big difference in the
i mmunogenicity of the vaccine is not necessarily so --
a conclusion that you draw fromthat distinction.

DR.  POLAND: It just strikes me in any

kind of either mlitary deploynent or w despread
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civilian use there's a major difference between six
nont hs and 18 nont hs.

COLONEL SQUTER: |'ve heard it said that
were we to attenpt to get either of these products
| icensed today, we mght have a | ot nore trouble than
back in the '70s. It would be possible, but a |ot
nore work woul d have to be done before. It wll be
interesting to see what Health Canada has to say with
the U S. data that we are supplying them

DR. PERROTTA: Let's take a concluding
comment from Captain Trunp.

CAPTAI N TRUWP: Just to answer Doctor
Pol and' s question, we use six doses because that's the
way it's licensed is for six doses.

DR. POLAND: Right. | know.

CAPTAIN TRUMP. U S. Arny Medi cal Research
Institute for Infectious D seases is working on the
studies, one, to try to get that down to five doses by
getting rid of the two-week dose.

The other thing they're looking at is
subcut aneous, which is what the U S. product is
l'icensed for, versus IM Sone indications that that
IS just as immunogenetic -- whatever -- and actually

causes | ess | ocal reacti ons because of t he
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i ntranmuscul ar versus subcut aneous applicati ons.

So they're working on that, but that
obvi ously has to go through appropriate studies, FDA
approval , and until that happens, we'll stick with the
I i censed schedul e.

DR ASCHER And for the record and
transcript, what | was sayi ng about post-exposure use
is a whole new indication and would require a whole
additional series of review That's what | was
referencing. |In other words, you can give it after an
epi sode. That's a whole different animal, and how you
get licensing for that is a real interesting problem

COLONEL SQUTER W woul d be interested in
the views of the Board on post-exposure use in all
three of our countries actually. W are |ooking at
this in another form

DR. PERROTTA: Thank you. W appreciate
it. We're scheduled for a break. Let's take a 15-
m nute break until 20 mnutes until 3:00 o' cl ock.

(Wher eupon, a recess was taken.)

DR. PERROITA: W have a command bri ef
from the Naval Health Research Center here in San
Diego. Providing the brief is Doctor N ce, correct?

DR. NI CE: Yes.

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




242

DR. PERROITA: Doctor N ce has a BA, M
and Ph.D. all in psychology from a variety of
universities, DuPaul, WIlliam and Mary, and the
University of Virginia. From'67 to '71 he served as
a naval officer, gunnery officer aboard a picket
destroyer and did a tour in Vietnam H's primary
research interests include operational health care
delivery, prisoners of war, and he's currently the
Scientific Director at the Naval Health Research
Center. | appreciate you comng to our neeting. And

pl ease go ahead.

DR. NI CE Thank you. | woul d hope to
have this very informal. If you have questions,
pl ease ask. 1'Il try to finish a little bit early.

So if you have questions at the end, we can entertain
those. It's a great pleasure to be here.

I think in starting, 1'd just like to say
that the best part about ny job is really the
privilege of serving with so many wonderful people at
our center like Geg Gay and Megan Ryan and Rick
Schaffer and until about a year ago Stephani e Brodine,
Frank Garland, and a nunber of others on their team
So we just have a trenendous epi dem ol ogy capability.

W work closely with the other services and with the
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private sector and universities, and that's probably
t he best thing about ny job.

Qur m ssion statenment, and then we have --
next slide please -- we have a -- being a mlitary
organi zati on, we have a perfunctory wring diagram
W al ways want to show we are within -- | guess it was
| ast Oct ober we reorgani zed Navy Medi cal Research and
Devel opnent Activities.

There's the Navy Medi cal Research Center
now whi ch used to be NAMRY (phonetic), and they have
t he overseas | aboratories. The Naval Heal th Research
Center is now a third echel on headquarters comrand
reporting to the Ofice of the Surgeon General,
Adm ral Engle at MeD 02.

So we have the headquarters function, no
new staff anything like that of course, but we now get
the opportunity to serve with a nunber of other
organi zations as well. So we have our |aboratory. W
have the Submarine Laboratory in Goton, Connecticut,
t he Aerospace Lab in Pensacola, and then a Detachnent,
t he EVR Detachnent, which is a tri-service detachnent
at Brooks Air Force Base in San Antonio and a bi-
service detachnment in toxicology working with the Air

Force at Wight-Patterson in Chio.

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




244

Recently, the Surgeon Ceneral cane out
with his strategic plan which has three pillars which
are the Fit and Healthy Warrior, Casualty Prevention,
and Casualty Care and Managenent.

Now, of course health protection, as you
know, fits into the Joint Vision 2010 along wth
dom nant maneuver, information superiority, precision
stri ke, those kinds of things.

What we did recently was kind of reboxed
our research thrusts to fit into these pillars. And
SO -- next slide please, Ed -- wunder Operationa
Readi ness and Performance, we do things like injury
prevention, cognitive assessnment, |ifestyle and
quality of life issues, deploynent health.

Under casualty prevention, there are
operational environments, and in the Navy of course we
have a nunber of these. W have atnospheric issues
aboard submari nes. We have hyper and hypotherm c
i ssues, thermal stresses, acceleration, spatial
orientation, those kinds of things.

The 1D program-- or NBC program is
primarily out of NVRC in Bethesda. The Infectious
D sease Program as well resides there along with the

overseas | aboratori es and sone threat assessnent, the
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H V program

And then on casualty care, nost of the
resuscitative nedicine also is at NWVRC, and the
medi cal planning and situational awareness issues are
at Naval Health Research Center.

W like to remind folks that we have
really a strategically positioned forward | aboratory
doing primarily applied research. W are about half
rei mbursabl e, which neans the |ine is paying for our
products. W are totally reinbursable, which means we
conpete each year through the proposal process many of
you are famliar with for our dollars.

The other half are Program 6 dollars,
research dollars, but nost of that is 63 level, 63 on
up. So we do very little 61 and 62 research. Next
slide.

W have a nunber of active duty units
cl ose. W also have sone mmjor commands here,
COWMNAVSURFPAC, Al RPAC, and COWNAVSPECWAR. I n addition
we have the Naval Medical Center here and three major
Mari ne assets, Marine Corps Recruit Depot and MCRD --
at MCRD, Mramar, and Canp Pendleton is very close.
We do very active research with all of these units.

Qur primarily goal is on the one hand,

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




246

because we work so closely with the line, both Marine
Corps special forces and the ships, the |line
officers -- or line commands, one of the things we do
is identify energent bionedical needs as well as
provide a |lot of direct consultation. W are with --
you' re going to be visiting the SPECMR comunity, the
boats comunity. W are literally with those fol ks
everyday.

W transition our products primarily
t hrough peer-reviewed journals. W realize the
i nportance of that QA, that quality check. W' ve
publi shed in each of these journals within the [ ast
year or two and see that as our priority. Some things
aren't really appropriate for journal publication |Iike
sof tware docunentation, et cetera. W put that out in
technical reports, engage in a nunber of mlitary
briefings as well as we encourage our scientific staff
to attend academ c neetings as well each year

W have -- | think one of the best things
we do is we know what we don't know, and we partner
vigorously with academ c comunities. W partner with
folks locally here in the San Diego region as well as
around the country. This allows us to use our

research dollar to leverage literally the best tal ent
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in the country to apply that talent to Navy-Marine
Cor ps i ssues.

W also have a nunber of governnent

col | aborati ons. The white are the Navy active
col | aborations that we currently have. 1In yellow are
the Air Force collaborators. These are our Arny

partners on a nunber of studies, and we also have a
nunber of governnent partnerships working with CDC
FDA, Departnent of Transportation, others. And,
finally, we are doing sone work with DClIEM and al so
Oxford now, but |I haven't updated the slide yet.

You'll renmenber the brief I showed or the
slide I showed that we boxed everything under the
Surgeon Ceneral's Strategic Plan. Wll, that -- this
isalittle bit -- I"'mout of sync on the slides here,
and | didn't have -- | can't really transl ate these,
but these are kind of our thrust areas under a
di fferent nane.

One of the areas that we focus on are
field nedical technol ogies, and what we do here is we
try to design, devel op, and eval uate technol ogi es t hat
will inprove the performance of the caregiver, the
medi cal personnel in operational settings.

W have, along with Col onel Stuart, who's
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the head of this for the Arny, we're working -- we're
the Navy lead on the ACTD, the Advance Concept
Technol ogy Denonstration project for the Joint Mdical
Qperations, Tele Medicine, ACID that just cane
onboard. We're evaluating these applications in
foruns |ike Colonel Blitz which will be happening very
soon up at Canp Pendl et on.

The Mobile Medical Mnitor is a device
that we're putting far forward with the Marine Corps.

W' ve al so devel oped and patented the Med Tag which
reads the personal information carrier. Now, that's
kind of a debate going on whether we have a pick
that's kind of a dunmb pick, dunb cheap pick or a smart
expensi ve pick, but we've devel oped sone technol ogi es
to read that and do casualty docunentation far forward
inthe field, and this then hel ps our planning nodels.

It helps field medical surveillance for NBC threats,
et cetera.

W also do a good deal of nodeling and
simulation, primarily to forecast. We're the Navy
| ead for disease non-battle injury as well as battle
injury projections, and we use enpirical nodels. W
have -- through Doctor Garland's efforts, we have

linked all of the hospitalization data fromMFs in --
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around the world for the Navy but al so Vi et ham dat a,
Fal kl ands data, Korea data, Wrld War |1 data. So
fromthose enpirical files, we project DNBl rates for
any theater or any battle intensity.

We also ook at configuration. Wth the
new "From the Sea" strategy, we need a much snaller
footprint, logistics footprint. So we are rescrubbing
the authorized nedical allowance |ist and dental
allowance list for the Marine Corps. W' ve | ust
conpl eted that, and we're now working on SURFPAC and
SURF -- the Surface Force, and we'll work with the air
carriers soon.

What we' ve done with the Marine Corps is
reduce their weight in cube by 30 percent while
actually increasing their nedical capability in the
field. W are optimzing sone casualty evacuation
t hrough nodeling, and also we're working with Sandi a
(phonetic) Labs on some virtual reality sinulations
for medical trainers.

In the neuroscience technol ogies we've
| ost sonme of our capability in this area through
funding cuts, but we are working with the SMART Ship
Program As you know, the staffing of our ships is

goi ng down dramatically with the next generation ship.
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Qur carriers are going to go fromb5,000 to 6,000 down
to 2500. CQur destroyers, the SVMART Ships are going to
go down to about | think 190 people.

This is going to create a |lot of trouble
because we have trouble with sleep discipline right
now or getting enough tine to sleep because these
fol ks are very busy. So we're |ooking at technol ogies
to nonitor alertness using both EEG and eye novenent
technology, and we're waiting for the dry el ectrode.
Everything el se is set.

We developed the physical readiness
standards for the Navy. W worked closely with the
Arnmy on that and are now revisiting those issues. W
devel oped the body conp equations for the Navy and
Marine Corps. W are about to go tri-service working
closely with Carl Freedle (phonetic) in the Arny on
t hose i ssues, and we are al so | ooki ng at occupati on-
specific areas |i ke explosive ordnance di sposal folks
need nore rigid standards, and they cone to us to help
devel op those.

W use -- we have Dexiscans. W' ve
devel oped now a new floor conpartnent nodel of body
conposition so we can use ant hroponetri c neasures and

get rid of some of the biases, racial biases w th bone
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density that we had in the past.

We have an applied physiol ogy group that
has both an excellent |ab space here, but al so we have
a renote field nmedical unit at the Muntain Warfare
Training Center where we're currently working with Ar
Force and Arny in oxidated stress. 1'd |like to refer
to this group as freezing and boiling Sailors. W
have very powerful thermal chanbers we bring folks
into on treadmlls, and we can go fromvery cold to
very hot and regulate the humdity as well.

W eval uate chem cal -- or NBC protective
ensenbles in different thermal climates to | ook at
stay times on the job. W also look at -- in the cold
we evaluated a | ot of equipment, the north face tent.

Light discipline creates problens because the
ventilation is not too good. So when they light the
stove, there were carbon nonoxi de problens. So we
| ook at a lot of the evaluation of equipnent for the
field, load carriage, et cetera.

The Seal you see in the second photo is
Petty O ficer Tons (phonetic). | don't knowif he'l
be there tonorrow. Is it tonorrow you're going to
visit the Seal s?

DR. PERROTTA: Yes.
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DR NCE But that's an actual Seal. W
do a lot of work. W designed the specs for their dry
suit. W also -- we're in daily consultation with
them and hope to get closer to actual real-tine
m ssi on hookups for them

DR PERROTTA: I'd like to ask that
everybody be really nice to this gentleman right here

whose arns are larger than ny legs, and he's got a

gun.

DR NCE W' ve done a good job on himon
some nutritive supplenents and things |ike that.
That's not -- don't say that.

W evaluate load carriage systens, and
Commander Schaffer's group helped design the new
Marine Corps boots. So we're very active in the
equi pnent design and also in the slide on the right is
some danmge control thermal flooding. W |ooked at
some protective gear.

Finally, the nost inportant for our group

here is the operational epidemology. W call it that
just because the mlitary doesn't -- we don't use
ology. So if we nmake it operational, it sounds nore
i nportant.

As Conmmander Schaffer frequently points

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




253

out, we not only want to use epidemology tools --
epi dem ol ogi c tools to define incidence or preval ence
rates, but we want to also then identify inportant
correlates and then follow through to conclusion and
actually field interventions that nake a difference.

You' ve probably heard in the past about a
| ot of Commander Schaffer's work in injury prevention.

W' ve been able to cut stress fracture rates in the
Marine Corp training environnment by one half through
just changing the training reginent. Next slide
pl ease. He's also working on sone very interesting
H V and unpl anned pregnancy interventions as well as
bi nge al cohol reduction, changing the culture of the
Mari ne Cor ps.

Captain Gay's work in Gulf War Veterans
is very well known both from the hospitalizations,
birth defects, CGoldenhar, testicular cancer, a nunber
of studies, and we work very closely with the VA and
with the Arny in a DoD capacity on these studies.

W are now the Navy hub for DoD
surveillance and energing infectious disease. W are
| ooking at Greg's group with -- Lieutenant Conmander
Ryan are |ooking at Influenza A and B, adenovirus,

mycopl asma pneunoni a, chl anydi a pneunoni a,
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streptococcus pyogenes and streptococcus pneunpni a.

W are building -- Geg's group has built
a wonderful |laboratory capability now that we are
hopi ng to becone a DoD referent |ab for serol ogical
studies, PCR, culture, serotyping, and antibiotic
sensitivity testing.

In the global surveillance arena we are
currently conducting studies for adenovirus. Geg has
done sone studies on azithronycin as a prophylactic
with the Marine Corps. W are now | ooking at that
with BUD and al so | ooki ng at sone pat hogens at the --
docunenting the pathogens at the Acadeny where they
have frequent epi dem cs.

W have a nunber of partners in this
surveillance system and the specinens are sent to
Geg' s |ab where they are anal yzed and fed back to the
participants | think on the Internet.

Recent acconplishnments in terns of genera
publications in the global surveillance arena, and
that's as fast as | can brief on the Naval Health
Research Center

DR PERROITA: Very good. Thank you very
much. Does anybody have any questions for Doctor

Ni ce?
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PROFESSOR BAKER: |If you could tell us a
l[ittle bit about the collection of data from shi pboard
and whether there's any possibility of adding to that
collection of data on how injuries are occurring on
shi pboar d.

DR NCE That's a good question. Thank
you, Captain Beddard. Captain Beddard at EPMJ}5 has a
vision for bringing -- making preventive nedicine
nore -- having a greater positive inpact using the
preventive mnedicine technicians from the EPMJs in
terms of an outreach basis. So rather than just
i nspecting and finding what's wong wth each ship,
the PMIs are goi ng aboard the ships every week or two
weeks. To fully execute that mission, they really
need real time data on what's happening on that ship
so that they can plot trends, do interventions, and do
adequat e surveill ance.

Some years ago we did a study of
i ndependent duty hospital corpsnen, and one of the
things we found -- it's a roundabout answer -- but one
of the things we found was that the corpsnen on snal
ships particularly -- nost of the ships in the Navy
don't have a physician as you know -- and they spent

relatively limted tine in clinical care. Most of it
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is occupational heal t h, heat stress, heari ng
conservation program et cetera, and they needed ADP
support. So we were able to get a requirenent to get
t he Shi pboard Automated Medical System aboard ship

W tried at that tinme to get a port in for
epi dem ol ogi ¢ surveillance, but we were not successful
because of big brother issues and sonebody second
guessi ng the corpsnen, et cetera.

W' ve now been able to get that port in,
and we have what's called the NHRC Extract, which
extracts the SAMS encounter file and the inocul ation
file, the vaccine file, et cetera, and the roster so
we have a denom nator, ship's roster, and |oad that
into a flat file.

What we have done then is taken that flat
file and put it into Excel so you can |load a pivot
table and have very easy access to drop and drag
surveillance of any variable denographic or
occupational or ship class or deploynent or anything
el se that you want.

W are trying very hard. | have --
Captain Beddard and | talked recently. | have
instilled a sense of wurgency anong our personnel

working on this to get this product to him W're
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very, very close, and | think it wll have dramatic
inmplications for not only the PMI goi ng aboard but for
t he aggregation of these data for managenment at the
Force Medical level and the SINC | evel but also for
research purposes.

Now, our hope in participating here is
that NHRC would have access to this aggregate
information and through that vehicle |I would see
access to the safety center and also academc
institutions. But this file will need to build over
time. Doctor Garland did a study on shipboard health
care delivery. | did a study as well. So we have
some resident in-house data, but it's always sporadic
and periodic. You go out and capture this
i nformati on. W really need a system to capture
outpatient routinely, and we're working that issue,
but we're not quite there yet.

DR PERROTTA: (One of the findings of this
Board as part of one of the subconmttees on injury
found in the report the hidden epidemc injuries that
you have seen suggest that access to nedical
information is only part of the issue and access to
the information about, for exanple, an injury,

specifically in injuries, what happened to cause this
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injury is really going to help your epidem ol ogi st
direct the builders of ships, the commanders of ships
or the captains of ships to do things that can nmake a
di fference and nake a difference quickly, and so as
you continue your process and your encouragenent, |
woul d ask that you put a placeholder there and take
some action if possible to figure out a way that
information not only about the medical outcone but the
cause of that gets into place. |If that neans training
your corpsnen to ask specific questions, if that means
putting an extra sentence on there, asking the
guestion, those are the kinds of things that sone
qui ck fixes could probably really increase the quality
of information that woul d be used by an
epi dem ol ogist. W were tal king about that at |unch
today, and it would be sonething that we'd certainly
like to recommend and support in any fashion.

DR. NI CE: That's really an excellent
point, and | should have -- | should have nentioned,
any tine there's an accident ashore or afloat on these
ships, there is a special report filled out in the SAM
System and it gives the | ocation, the circunstances,
al cohol invol venrent, nedevac, et cetera. And so these

data are currently captured and will be very useful.
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DR.  PERROITA: They just need to be
l'i nked.

CAPTAI N BEDDARD: If | mght, Captain
Beddard. One of the observations we've made here is
wth the Surface Pacific Fleet that 60 percent of
people that deploy on a six-nmonth deploynent have
never deployed on that ship previously. W think that
there -- with this constant, you know, training cycle,
there are the sane injuries occurring over and over
and over as new people conme onboard. So hopefully
wth this data we can focus our interventions.

DR. PERROTTA: Ckay. | appreciate that.
Doct or Haywood.

DR HAYWDOD: In that regard, one thing to
i ncl ude would be repetition of those in the training
cycle as opposed to wait until they get to the scene
to have the accident. M/ question though had to do
with exchange w th NASA Do you have an active
program for technol ogy di scussions with NASA space and
nmoni tor and et cetera?

DR NICE: W do not.
HAYWOOD: |Is that all owabl e?

NI CE:  Wth NASA?

3 3 3

HAYWOOD: Yes.

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




260

DR NICE Sure. W have active prograns
with NASA, and we have sone with our sleep -- not on
accident but with sone of our sleep studies. In fact,
we just sent Commander Neary (phonetic) to NASA, and
our aerospace | aboratory of course for their G Force
studies work closely with NASA, but not in accident
wor K.

DR. PERROTTA: Any other questions?
Agai n, thank you, sir, for comng and briefing us.
Next to talk to us about "Adenovirus |Infection Anbng
Arny Recruits: A Vaccine-Free Cohort Study," is Doctor
Shellie Kolavic, and | had the opportunity to know
Shellie as an EIS officer in the state of Texas, and
I"'mglad to get to see you again. Please go ahead.

M5. KOLAVIC. As Dennis said, I"'mfromthe
Arnmy Center for Health Pronotion and Preventive
Medicine. M fearless |eaders, Colonel Sanchez and
Col onel DeFraites, send their regards. They coul dn't
be here today.

Ckay. This afternoon |I'm going to give
you an update on a project that we did in Fort
Jackson, South Carolina on adenovirus in a vaccine-
free cohort. This is still a work in progress.

Unfortunately, | did not have all of ny results yet by
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the tine | got here, but we'll work around that as we
go through.

In Septenber, 1998, an epidemn ol ogi cal
consul tation was requested by the Commander of the
US Arny Training Center at Fort Jackson, South
Carolina to investigate the increase of acute
respiratory disease, which I'Il refer to as ARD, anong
basi c trainees in the absence of adenovirus vaccine.

This was going to be a | ong project, and
the first question that came up was who was going to
go to Fort Jackson for four nonths. I had just
arrived at CHPPM right from Texas, and havi ng no ot her
projects going on at the tinme, | was elected to go
down. So before | even got ny feet wet up at Aberdeen
Proving Gound, | was finding nyself on the road to
Fort Jackson.

Qur objectives were to define the extent
of ARD due to adenovirus, identify the risk factors
for adenovirus infection, determne proportion of
recruits susceptible to adenovirus infection, describe
the characteristics of adenovirus infection, and
recommend potential non-vaccine interventions to
control these out breaks.

We enpl oyed a prospective cohort design,

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




262

678 recruits in three conpanies undergoing basic
training for 7.5 weeks. Normally this would be eight
weeks, but it was abbreviated for the Thanksgi ving
hol i day.

W used various data sources. W had
self-reported data fromsurvey cards, diary cards. W
had unit data fromunit rosters and bunk assignments.

W had hospitalization data and nedi cal record revi ew
data. W collected serumand throat swab sanpl es, and
we col | ected environnental sanples.

W define a febrile ARD as an oral
tenperature of greater than or equal to 100.5 degrees
fahrenheit and one or nore of the follow ng: sore
throat, cough, rhinorrhea, nasal congestion, sinus
t enderness, rales, rhonchi, or wheezing. An afebrile
ARD were the above signs or synptons and an ora
t enper at ure bel ow 100.5 degrees fahrenheit.

We al so have self-reported febrile ARD
Now, these were Sol diers who reported these sane signs
and synptons, but they said they felt feverish or they
had chills.

The nean age of our cohort was 20, nedian
19. W had 46.2 percent Wite, 32.7 percent Bl ack,

12.2 percent Hispanic, 2.5 percent Asian, and about
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si x percent other race/ethnic groups.

W are equal ly distributed anmong our three
conpanies. Now, the question will cone up where is
our Bravo Conpany. This particular battalion that we
worked with had their Bravo Conpany designhated as a
notivational conpany, and by this |I nean Sol di ers who
normal |y woul d be dism ssed fromthe Arnmy for various
notivational reasons were going to this as a |ast
effort, to see if they could rehabilitate them slide
t hem back into another battalion.

W had about a 60/40 split in gender, and
our nmale/female ratio was one to one in Al pha and
Charlie but three to one in Delta Conpany.

W start off with 678 recruits. W | ost
about 83 of them Fifty-four were discharged for
vari ous reasons. Twenty-four went to the Physical
Ther apy Rehab Pl atoon after injuries, and five of them
went to the notivation conpany.

And we had our self-reported data. This
is just a photograph of our Soldiers filling our their
weekly diary cards. Every Saturday norning |
addressed the norning formation, passed out 678 diary
cards, asked the Soldiers to put a check mark next to

the synptons that they had experienced the week
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before. 92.3 percent of our Soldiers indicated that
t hey had one or nore of our ARD synptons. This is in
t he absence or having fever. As you can see, we had
over 50 percent up through the third week that were
indicating that they had the respiratory ill nesses,
and it starts to decline after the third week.

Those who reported having a febrile ARD --
again, this is self-report -- 52.2 percent. Thi s,
again, peaked in the third week, and it al so peaked in
the third week for males and fenales. W had a
slightly different pattern by sex, and we had a
different pattern by conpany. GCharlie Conpany had the
epi demi ¢ nmuch earlier than Al pha and Delta Conpani es.

We | ooked at hospitalization data. Qur
hospi tal i zati ons peaked actually during the fifth week
of training. By gender we did not see differences in
t he odds of hospitalization. Al pha Conpany did tend
to have a significantly | ower odds of hospitalization
than Charlie and Delta Conpanies. W didn't see any
di fferences by snoking.

W also did a nedical record review on 94
percent of our cohort. 53.2 percent of our cohort
i ndi cated they had at | east one docunented ARD visit.

Al pha Conpany had the fewest visits.
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W also collected serum and naso-
pharyngeal sanples. Right now our serological data is
pending. It is still undergoing analysis at WRAIR
For our naso-pharyngeal swabs, | can only offer you
prelimnary data today.

Seventy-two percent -- let ne back up. W
have sanples on 97 of our hospitalized recruits, 114
hospi talizations. This is actually 111 Soldiers. W
had a few readm ssions that were at |east two weeks
apart. O our 97 throat cultures, we had 72 percent
wer e adenovirus type four, seven percent type three,
two percent type 21

And if we weren't already busy enough, we
al so took environnental sanples of the air filters in
each of the sleeping barracks. W took a swab at 14-
day intervals. R ght now they' re 100 percent negative
for adenovirus. However, | did find out |ast night
that on PCR testing we're starting to show sone
adenovirus, and we hope to have an update for you at
t he next neeting.

We | ooked at bunk assignnent. This is
just an exanple of what we did. We nmapped every
Sol di er, where every Soldier slept, in which bunk, in

whi ch bay, in which conpany. By the end of all of
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this, we have 97 maps which you'll be glad to hear I'm
not going to showthemall to you. |'mgoing to just
gi ve you an exanpl e of one platoon in Charlie Conpany.
This | believe is Third Pl at oon.

Just to get you oriented, the bottom of
the slide here is the front of the room This is the
door. The latrine was in the back of the room These
Rs are the returns for the HVAC system and al ong the
side right near the w ndows, these squares are the
supply vents.

This is a top bunk. This is a bottom
bunk. The circles are where the head placenent is.
And it's not inportant for you to know the nanes, but
they were there for us.

A blue bunk indicates that the Sol di er was

not ill. An orange bunk indicates that the Sol dier
reported a -- had a self-reported febrile illness.
This is week zero. In week one you can

see here's our first case in that platoon. The red
i ndi cates that they were hospitalized. Wek two, week
three, week four, five, six, and seven.

W have Captain Steve Cersovsky who is at
Preventive Medicine at WRAIR has been | ooki ng at that

data, the bunk assignment data. He's going to attenpt
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to do sone cluster analysis onit. He hasn't started
yet, but he's doing all the preparations, and we hope
to have it -- he's being assigned to a preventive
medi ci ne position in Germany, so we'll be doing sone
| ong-di stance work with him

This is sone of the work that he did. W
found that we really didn't see greater odds of
hospitalization wth a neighbor having an ARD.
Curiously though we saw that being in the front of the
roomor being in the back of the room you had al nost
twi ce the odds than when you were in the mddle of the
room if your bunk was in the mddle of the room

The bunk position top or bottom didn't
seemto nake a difference, and we |ooked -- it |ooks
like we mght have sonmething going on with being
near -- having your head near the supply, but we'll
ook into that a little bit greater later, and we
didn't see anything with the head near return.

Now, the question is how does this inpact
on training and readiness. WlIl, what | can tell you
is that we're |ooking at 92.3 percent of our cohort
who are saying that they're having an illness. W
| ost 5,082 duty hours. This is also self-reported.

The nmean lost duty hours for any ARD was 8.1 per
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Soldier, and 52.1 percent of our cohort reported
having a febrile ARD. Al nost 17 percent of our cohort
was hospitalized with a cumnul ative alnost 260 days
with a nmean of 2.3 days hospitalization.

Then this is our self-reported m ssed
training. In our current situation -- | wish | had
better news, but our |ab analysis continues. Qur
barracks data anal ysis conti nues. Qur risk factor
analysis continues, and our recommendations are
pending further analysis, and 1'd like to thank
everybody who worked on this project with us. It took
a lot of man hours and a lot of effort, and this is
just the tip of the iceberg. Are there any questions?

DR. SOKAS: | just wanted to ask how the
hospitalization rate conpares to before when the
vacci ne was available and utilized, if you have that
compari son?

M5. KOLAVIC. | actually don't have that
conparison. W nmay be able to get that information
for you later

DR ARMY: | can conment on that a little
bit having been hospital Commander at Jackson unti
| ast year, and the adm ssions -- Doctor Carroll Arny,

Preventive Medicine Consultant. I was hospital
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Commander at Jackson in '96, '97, '98 tine frame. At
the time we ran out of vaccine, the adm ssions for
ARDs, adenovirus in particular, when the vaccine
di sappeared just went sky high. The first year | cane
within one bed of having to start sending Soldiers
down to the VA because | just didn't have enough beds
to put sick Soldiers in.

DR PERROITA: Shellie, you had a slide in
there, a pie chart in there that had a significant
nunber or percentage positive for adenovirus four from
your hospitalized patients. The question | had was --
I think I probably know the answer -- that reflects
t he experience of what's been going on in the naso-
pharyngeal area of the hospitalized patients. Do you
have anyt hi ng about the nmen who did not end up going
to the hospital? Do we have any background carri age
rates of adenovirus four for folks that weren't
hospital i zed?

M5. KOLAVI C I hope to have that

information. R ght now | have very little information

fromthe | aboratory analysis. | was |ucky to get what
| showed you. That's all | have for laboratory. It's
taking a terribly long -- a frustratingly long tinme to

get results right now
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DR PERROTTA: But did you swab fol ks that
didn't end up in the hospital?

MB. KOLAVIC. Wat we did, when we were --
we started this all at the Reception Battalion, and we
swabbed Sol diers who said that they felt feverish that
had adenovirus synptons. Then what we did is we
followed right behind themw th the first well Soldier
inline after them and | hope to have sone results.

DR PERROTTA: Thanks. That's reasonabl e.

DR.  GRAY: This is Geg Gay from the
Naval Health Research Center. W' re col |l aborating
wth a nunber of institutions doing febrile
respiratory illness surveillance, and one of the sites
has been Fort Jackson, and we've coll ected speci nens
from people who've net their case definition
outpatient and inpatient, and since June of '98
t hrough January of this year, we have cultured 393 and
66 percent were adenovirus positive.

DR. PERROITA: Doctor Ascher.

DR. ASCHER. (One of the neetings a nunber
of years ago, in addition to the vaccine problem
there was a cry for help in terns of |ab capability.
So you seemto have inproved that. How is your |ab

capability? There was really a concern expressed that
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there was going to be no lab capability and therefore
the problem would go away. It doesn't seem Ilike
that's the case.

M5. KOLAVIC. It's tough for ne to answer
t he question about the lab capability. | had hoped to
have all ny results by now, and it is running very
slowy. Having -- this being ny only -- ny first and
only experience on an outbreak wth CHPPM | can't
conpare it to anything else right now And | really
wi sh that Colonel Sanchez was here. He would
definitely be able to answer that question for you.

DR GRAY: This is Geg Gay again, Naval
Heal th Research Center. The resources for public
heal th | aboratory backup in DoD are abysmal. They're
terrible. | nmean, we just don't have capabilities.
It's not changed too nuch. The gl obal energing
i nfectious di sease noneys have given us sone startup,
but there's a major understanding that we're greatly
in a deficit. |In fact, this very nonth a nunber of
investigators fromall the services will be neeting in

Washi ngton to plan to figure out sone solutions for

| aboratory -- public health | aboratory support because
of this issue, and there's a -- | think it's a three-
day neeting with Carol Fisher -- two-day neeting on
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t hat .

DR ASCHER. So this is a patchwork, it's
a Band-Aid. It's not a fix.

DR. CGRAY: Yes, exactly.

DR. ASCHER  Ckay.

DR PERROITA: Col onel Bradshaw.

COLONEL BRADSHAW This is Col onel
Bradshaw. | just wanted to ask if you did any other
environnental sanpling other than the air filters.
For instance, did you do the faucets in |lavatories or
anyt hi ng el se?

MB. KOLAVIC. No. There was -- there was

sonme air sanpling done independent of our project. |

did not have -- | did not have any information for
t hat yet.

DR. PERROTTA: Let's take one nore.
Rosenmary.

DR. SOKAS: This is just a general

question. This topic cane up, and | think we all said
gee, it's a bad idea to run out of the vaccine, and
now it shows that gee, it's a bad idea to run out of
t he vacci ne. I'"'m just wondering if there are any
pl ans now to gin up vaccine production or if there's

been a response to any of the coments that have been
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made or if there's any kind of follow up.

DR PERROTTA: Let's put Doctor Trunp on
t he spot.

CAPTAIN TRUWP: For the next fiscal year
there is $14,000,000 that has been identified and
essentially is with Medical Research Material Conmmand
on the research side to |look at the options as far as
what's the best way to go with reinstituting vacci ne
production of this or a different vaccine for
adenovi r us.

DR PERROITA: So do we read that as
saying that there's a commtnent that sonething wll
nove forward?

CAPTAIN TRUMP: There's a conm tnent for
$14, 000, 000.

DR, PERROTTA: To study the problem

CAPTAIN TRUWMP: For this year

DR. ASCHER: That's research noney.
That' s not buyi ng vacci ne.

CAPTAIN TRUMP. Right. There's no vaccine
to buy. | nean, it's too -- you know, figure out
how to get it.

DR. PERROTTA: Is it to build

infrastructure to make vaccine or is it to study
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what's the best way to go forward or --

CAPTAI N TRUMP: I think there's about
$12, 000,000 that's actually for procurenent and about
$2, 000, 000 for planning, devel opnment, you know.

COVWWANDER MCBRI DE: Very briefly, let ne
explain further. Wayne MBride. There's an effort to
identify anot her vendor, another manufacturer who wll
cone forward and they've gone out with a request for
proposal, and they've had a nunber, | believe two or
t hr ee, pot enti al manufacturing conpanies have
expressed interest in this. And so over the next
nmonths, there's -- this wll continue at this effort.

They're also again |ooking at the issue about the
transfer of the technology to a prospective
manuf acturer, perhaps directly or via DoD. And so
this effort is noving forward. It's not as fast as we
woul d have liked to have seen it certainly, but it is
bei ng very purposeful, and we're hoping that this wll
wor k out. Wat will be key is to have continued
support from Health Affairs in the next couple of
years as this effort continues and as the nmanufacturer
is identified, for this to continue. If |I may, | have
one question --

DR. ASCHER: That's not research then
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COVMANDER MCBRIDE: It's not.

DR. ASCHER: That's acqui sition.

DR. PERROTTA: MRNC is the materia
acqui sition center.

DR. ASCHER: That's why | asked the
guestion, because | knew about this RFP, and that's
not research that's serious.

COMWANDER MCBRIDE: If | nmay add further,
the intent was just to probably match the sane
production that they had with the sanme serotypes of
four and seven. If they stray beyond that and do
anything else, that would be a |onger process of
getting a repl acenent vacci ne.

If I could ask a quick question if | nmay,
at Fort Jackson, rem nd us what they' re doing in terns
of non-vaccine interventions to deal wth this. Are
t hey, you know, institutionalizing handwashing
procedures and all that kind of stuff?

M5. KCLAVI C | can confirm that the
handwashi ng procedures are in effect. As for what
el se is going on, perhaps, Roberto, do you have any
i deas of what's going on down there right now?

DR PERROTTA: As Roberto does that, |l

rem nd the Board nenbers or the new ones that for the
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five and a half years |'ve been here, we have
repeatedly received these kind of briefings that nake
it very clear that adenovirus four, back to the days
of Langnuel | er (phonetic) and currently are hunongous
i ssues for recruit situations, and I may talk to our
friend Doctor Poland to see if we can't craft
something to try to help whatever. Maybe we'll ask
for nore advice. Go ahead, Roberto. Thank you.

LI EUTENANT COMMANDER NANG This is
Roberto Nang fromthe U S.A CHPPM Wth regards to
sone of the environnmental neasures that they've | ooked
at to take a look at preventions of adenovirus,
they' ve tried nmaking sure that there's good separation
bet ween the bunks, that there's sonme kind of adherence
to sone Wrld War |l studies done before with regards
to the anmount of square footage per person in a
building. There are environnental science officers
and engi neers who have |ooked into the issues with
regards to air exchanges and ventilation issues.

W at CHPPM have actually done literature
searches, and M. Terry Lee's done sone different work
in taking a | ook at other admnistrative controls such
as the wuse of iodinated tissues or the -- or

consistent with Doctor Ryan's previous efforts, also
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encour agenent of handwashi ng. Those are sone of the

t hi ngs that we've been | ooking at.

Whet her or not we wanted to do a nore

detail ed study about this. But, again, funding has

becone an issue, and it's going to take a significant
anount of time and effort to be doing these things,

especially on a prospective basis. So we're not sure

if that can be done.

One last thing too, there is a recent
paper published by Doctor Snuring (phonetic), Doctor
Mtch Snuring (phonetic) in the general clinical

m crobiology -- | was one of the authors on it too --

that | ooked at the circulating strains of adenovirus

within the Arny and the Navy, and unfortunately, there

seens to be sone strain variation between what's

circulating now for

t he prototype vaccine.

nonkey wench a bit

adenovi rus four

in terns of

and what was in

So that's going to throw a

maybe the clinical

efficacy studies that the FDA nmay require for

| i censure of the vacci ne.

DR. PERROTTA: Anything el se?

COLONEL DI NI EGA: | have one question.

DR. PERROTITA: Go ahead.

COLONEL DI NI EGA: You put up there the
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nmean days |ost, but you never said anything about
nunber recycled, which is probably the biggest inpact
on training. |If they're not recycled, they conplete
their training with their cohorts.

M. KOLAVIC. | don't know if | could even
go back, but our Soldiers that were recycled either
went to that notivational conpany or they went to
PTRP. | don't have any other information about --
once they went to the notivational conpany, | don't
know where they went after that. W just sinply had
such a volune of things going on down there, and at
times were literally a one-man operation. W couldn't
foll ow up on everybody. So | do know that they either
went to notivation or they went to PTRP. And nost
likely, once they went through PTRP, they were

recycled. As to whether they were recycled after they

went through the notivational conpany | don't know
because those were -- those were tough cases there.
But there was an effort -- every effort was bei ng nade

when you were injured to go through PTRP.

At the very, very beginning of our
project, the Soldier had the choice of whether they
could go hone or go to PTRP. And within the first,

second, and third week, they were no | onger given that
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option. Everybody went to PTRP with the intention of

bei ng recycl ed.

COLONEL KARWACKI: | can address the admn
guestion. This is Colonel Karwacki. There were no
recycles from the adenoinfections. Because they
stay -- their hospital stays were two to three days at

nost. A Soldier only gets recycled if he m sses seven
consecutive days of training. Then he is necessarily
recycled. So two or three days, they can usually nake
that up in extra sessions sonewhere along the way if
he m sses very inportant aspects of training. So,
al t hough through the peak epidemc we saw | ast fall
and the | esser one, the one we saw this past fall,
there were no recycles due to that particular
i nfection al one.

COLONEL DI NI EGA: Even with a shortened
trai ning cycle, huh?

COLONEL KARWACKI : R ght.

DR. LA FORCE: Just one brief question,
it's small. No other Arny has this vaccine in the
worl d, the French, the Germans, the British? Nobody
probably cohorts people to the nmagnitude that we do
ei t her, though.

DR. ASCHER: Dennis, coming in wth a
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four-year gap here, the last tinme | renmenber the
Board, there was a -- this issue of the thing was a
ni ght mar e. I had it in Uah, and we wote a

recommendat i on wi thout being asked, a very serious one
that said we're very concerned. Has anyone witten
since? And | think if you were to wite anything,
you'd say sonmething to the effect you' re very
encouraged that a solicitation has produced sone
responses, because that was the question, and, you
know, | was told earlier there was no vaccine. Wll,
now you've heard that there's an RFP and they've
gotten the answers. \Wether they're any good or not
and whether it will go anywhere, | don't know, but
that's the best news |'ve heard in years.

UNI DENTI FI ED SPEAKER. And you m ght want
to see the recommendati on fromthe inmunization report
t omorrow before deciding whether to do anything. |
mean, there's been an appropriate response.

DR. ASCHER: I'd hate to see this
initiative fall flat because sone bureaucrats say,
well, | don't like the proposals.

DR. PERROITA: Thank you.

COLONEL SOUTER: Can | just add?

DR. PERROTTA: Yes, sir.
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COLONEL SOUTER: The question of other
countries, | think if you approach Admral Call
(phonetic) in JFOR at the Pentagon, he could give you
a read fromthe NATO CoMed' s point of view on whet her
this is an issue in other countries. So -- he would
be the representative that sits on the preventive
medi ci ne board there.

DR PERROTTA: Major Carol Fisher is going
to give a briefing on the Pandemc |Influenza
Preparedness for DoD. She has to stay on tine?

MAJOR FI SHER  Contrary to what nost of
you probably think, | do other things besides try to
wor k audi ovi sual equi pnent, and | think if there's one
thing that |'ve learned today, if | had to do this for
aliving, I'd be out on the street sonewhere.

| actually work in the central hub of the
DoD dobal Enmerging Infections Surveillance and
Response System we affectionately refer to as CElS,
and our director, Colonel Pat Kelly, has actually
given the Board a general overview of our program
probably a year or so ago | guess.

And since that tinme, since he gave the
overvi ew of the program we've actually put together a

five-year strategic plan, and | gave one to all of the
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Board nenbers. And this strategic plan identifies,
you know, the high priorities for DoD when it comes to
emerging infections, one of which happens to be
i nfl uenza.

Just to give you a little background, the
appear ance of the HoNL strain back in '97 pronpted DoD
to go back and assess its ability to detect or to
recogni ze and to deal with a highly virulent strain of
i nfl uenza, and one of the things that we found was
that we didn't have a coordinated DoD | aboratory based
i nfluenza surveillance program The Air Force was the
only Service that had any sort of institutionalized
| ab based influenza programwi th a history of about 20
years, and it's called Project Gargle. And the
cornerstone of Project Gargle is sitting right back
over there, Ms. Linda Canas who's done sone wonderfu
wor k over the years, and now we're trying to mgrate
that into a DoD | ab based program

So after we identified that we had no DoD
| ab based surveillance program we put together in
early '98 a joint influenza working group that
actually drafted a program a DoD program

Then in February of this year, Doctor

Bai |l ey, the Assistant Secretary of Defense for Health
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Affairs signed out a policy letter that said DoD woul d
conduct | aboratory-based influenza surveillance and

named the Air Force as the executive agent for the

program |'ve also given you a copy of that policy
letter. You should have that in your pile of
handout s.

Now, we see the next step now as dealing
wi th influenza pandem c preparedness planning for DoD.
There actually was a plan that was witten | think
around 1995. It was witten by five individuals who
represented the Arny, Navy, and the Air Force. Only
one of those individuals is still on active duty
today, and to ny know edge, the plan was never staffed
and approved. It went in sonme black hol e sonewhere
guess.

So DoD CEl S, my office, under the
direction of Health Affairs, and we've been working
with Captain Trunp, are beginning the process of
devel oping a final plan that we can staff through the

servi ces for approval.

The plan -- the draft plan, while it
identified a | ot of needs, never -- and it raised a
ot of questions -- it really didn't address the

specifics of inplenentation of any of that. So we're
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really going to have to do a lot of work, and it's
probably going to take quite a few nonths to get a
final plan that's ready for staffing.

And the bottomthree bullets here are --
they kind of indicate where we are now. W net about
three weeks ago | guess, our office along with Health
Affairs, and we tried to identify the DoD agencies
that needed to be part of this process. And we're

going to send out a letter from Health Affairs that

will -- that will go out to these agencies and ask
themto supply a representative that will -- and then
those reps wll mke up the Executive Planning

Committee. And we've also started collaboration with
t he Departnent of Health and Human Servi ces.

These are the different agencies that we
identified that would be part of the Executive
Planning Conmittee, Health Affairs, our office CElS,
Def ense Supply Center Phil adel phia, JFOR, the joint
staff, a representative from the Ofices of the
Surgeon CGeneral, Medical Logistics, and DoD Energency
Pr epar edness.

And the responsibilities of the Executive
Pl anning Conm ttee would be to establish command and

control, not only within DoD, but also with other

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




285

federal agencies. They would oversee the whole
process. They woul d nake sure that the DoD plan is
aligned with the national plan, and they would al so
make sure that the DoD plan does get finalized, and
then they would -- they would cone up with the
procedures for periodic review of the plan.

These are the priority areas that we' ve
identified, and they're consistent with those of the
Departnent of Health and Human Services. And there
are a lot of questions that we have to answer within
these priority areas like what role, if any, will DoD
play in vaccine devel opnent. As far as antivirals go,
will we stock antivirals thenselves or will we stock
raw materials to be able to nake the antivirals, wll
we use antivirals prophylactically or therapeutically
or both. And with the limted availability of
antivirals, how are we going to prioritize who within
DoD wi Il get them

VW need to know what our contingency plans
are for providing health care services in the event of
a pandem c, and we also need to identify what are the
services we consider critical. And then we need to --
we need to know what and how we're going to

conmuni cate within DoD and also with other federal

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




286

agenci es.

So this is just really an overview W're
just now really getting started into the process.
There's still a lot of work to be done, |ike | said,
before a final plan can be staffed to the Services,
and that concludes ny briefing, if anybody has any
guesti ons.

DR. PERROITA: Any questions for Col one
Fi sher?

DR PCOLAND: Just one. Carol, I'mon the
Nat i onal Vaccine Advisory Conmttee's Pandem c
Prepar edness Planning G oup, and |I'm not sure we've
ever had any -- at least in the last year or two, any
direct liaison with DoD.

MAJOR FI SHER: We're just now starting
t hat .

DR. POLAND: Ckay.

MAJOR FISHER  As | read through the draft
national plan, the different pieces of it, there were
pl aces where they tal ked about DoD invol venent, but |
have no idea who that m ght be, probably Col onel Hoke
(phonetic).

DR POLAND: | was on the first couple of

neeti ngs when the group first got together to talk
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about the plan years ago, and it was Col onel Hoke.

MAJOR FISHER: He's the only one that's
still on active duty out of the ones that put it
t oget her.

DR.  POLAND: How does this fit in wth
FEMA's role and also DOVS, the Director of Mlitary
Support ?

MAJOR FI SHER: | think these are things
that we're going to have to figure out. Captain Trunp
m ght be able to address that a little bit better.

CAPTAIN TRUWP: W had a neeting, Doctor
Fisher and I, with sonme of the representatives from
Heal t h and Human Services just |ast week, and really
t he peopl e there included Doctor Canas with the Ofice
of Energency Preparedness, and those are certain
i ssues that we have to look at for DoD is we don't
necessarily want to reinvent or invent a whole new
response to influenza separate from what we al ready
have for national disaster response. And that does --
you know, on the national |evel is FEMA For how
mlitary gets involved, especially if we're called
upon to provide services, would go through DOV5, which
is the Drector for Mlitary Support -- or of Mlitary

Support.
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COLONEL DINIEGA:  And in that one of the
specialty functions in the nedical piece of it bel ongs
to the Public Health Service.

CAPTAIN TRUM?: R ght. And that's one of
the reasons why, you know, HHS really, up to this
poi nt their plan was devel oped primarily internally,
sone with their advisory committees |ike the National
Vacci ne Advisory Commttee, but where it's noved now
is up to the Ofice of the Secretary and at the policy
| evel where they really want to start talking not
about the "what we should do's", but what is the
policy, where is the noney going to cone from who's
responsi ble for what, and starting to nove out of the
Health and Human Services focus to involve other
agenci es |i ke DoD, involve FEMA, and others that woul d
be appropri ate.

MAJOR FISHER One of the differences that
we woul d see froma natural disaster versus influenza
pandem c is, you know, when you have a natural
di saster, you pull resources fromone place, and you
put them in this other place where this disaster
occurred. And with an influenza pandemc, there m ght
not be anywhere to pull anything from Ever ybody

m ght be affected. Any other questions?

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




289

DR PERROITA: Very good. Anything el se?
Thanks again, Carol.

MAJOR FI SHER: If there are any AFEB
menbers that are interested in, you know, working wth
us as we try to conme up wth the final plan for
staffing, we certainly woul d wel come their
partici pation.

DR. PERROTTA: And now she puts on her
ot her hat, audi ovi sual queen.

(Pause.)

CAPTAIN TRUMP: | will try to keep this
pretty short. Wat | would like to talk about is our
Departnent of Defense input into the influenza vaccine
conposition, and | give a very abridged history of the
Armed Forces Epi dem ol ogi cal Board and DoD s role with
i nfl uenza vacci ne i ssues.

The history of this Board goes back to the
Board started during Wrld War 11, including the Board
of Investigation of Influenza and Oher Epidenmc
Di seases, which becane the Conm ssion on Influenza in
1946 and whose responsibilities carried on to the
current date with the Arned Forces Epi dem ol ogi cal
Boar d.

If you |l ook into Doctor Wodward' s history
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of the Board over 50 years, the [|ist of
recomendations from the Board that he has there
starting in Decenber of 1961 up until 1989 had al nost
an annual recomendation on -- fromthe AFEB regarding
the conposition of the vaccine. Essentially based on
what was going on nationally, DoD accept the nationa
formul ati on or have alternative recommendations. And
while | first started attending these neetings in the
|ate '80s, routinely a nenber of the AFEB woul d be
participating in what is now the Vacci ne and Rel at ed
Bi ol ogi cal Products Advisory Conmmittee neetings with
FDA and ot hers on vacci ne conposition and woul d report
back to the Board.

This year Colonel Diniega got a call from
Doct or Rol and Levandowsky wi th FDA asking for sone at
| east DoD presence at their neeting to discuss the
vacci ne conposition because of an issue that came up
regarding the conposition that they I think rightly
felt may have sone inpact on the mlitary, at |east
needed to be consi dered.

The Wrld Health Oganization had
recommended and published in February of this year a
conposition for the vaccine for the 1999/2000 season

for the Northern Hem sphere that would include as the
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H3N2 conponent the 5/97-1ike virus. For the H1IN1
conmponent, a Beijing 262/95-1ike virus, and then for
t he deconponent, either the Beijing 184/93-1i ke virus
or the Shandong 7/97-1ike virus.

And the recommendations for the Influenza
B was that the vaccine containing B Shandgon-l|ike
virus would be for the countries of Asia and that the
B Beijing-like virus would be for those other areas.

And essentially Influenza B, simlar to B
Beijing 18493 had been found in all areas of the
world, was really the predom nant one in Europe and in
the United States, but in the countries of Asia, B
Shandong 797-1i ke virus has been isol ated as beconi ng
i ncreasingly nore predom nant and may be really the
nost predom nant type of B virus circul ating there.

One of the pieces of information that had
been presented to the WHO had cone from Doctor Norone
in Tokyo at their National Institute of Infectious
D seases, which showed in 1998/ 1999 season that of the
B isolated, 65 percent were of the B Shandong-like
virus which cones from B Victoria |ineage, which
conpared to only 25 percent of those B isolated from
t he previous year.

And there had been a very limted study
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done in Australia that showed that a vaccine
containing a B Shandong-like virus would produce
ant i bodi es agai nst both the Shandong and al so agai nst
B Beijing 18493-like strains, but the 184 -- the
Beijing 18493-like virus did not provide any
significant protection agai nst B Shandong.

The FDA-convened Vaccines and Related
Bi ol ogi cal Products Commttee that had net in January
of this year reviewed the data at that point and
deci ded on the HLNL conponent and then awaited the WHO
recomendati ons and additional -- and |aboratory data

and nmet again on March 11th to approve final vaccine

composi tion. | attended that neeting along wth
Doctor Fisher. Doctor Poland is a consultant to
the -- for that neeting also. And their fina

recomendati on was after |ooking at the data and the
additional isolates was that the HLNL conponent woul d
essentially be retained fromthe 1998/ 99 vacci ne, as
woul d the AH3N2 conponent of the 597-1ike virus, that
the U S. would retain as the B conponent of B Beijing
184/ 93-1i ke virus, but actually they have decided to
replace the current isolate with the B Yamanash
166/ 98. I ought to get to say these nunbers very

f ast.
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So in the discussions there is very
little -- a serious -- a specific decision was nade
not to include B Shandong or not to pursue that as the
conmponent for the United States. We had not been
seeing any isolates in this country of anything other
than B Beijing 184/93-1i ke viruses, although the risk
certainly concerned that if the B Shandong-like virus
was introduced into the United States, that we would
not have any protection fromthe previous vacci ne we
had avai |l abl e.

Sone of the issues that were considered
and essentially shared in E-mail and the like prior to
this VRBPC neeting, that we really have used what is
the standard U. S. vaccine for the -- especially in
recent years. W do continue to have the annual
i nfl uenza vaccine requirenent for mlitary nenbers,
and we actually acquire in excess of 2,500,000 doses
of influenza vaccine annually each year to neet those
requirenments and those other nenbers of our
benefi ciary popul ati on.

| really went into that meeting expecting
that the VRBPC recommendati on woul d be for Influenza B
Beijing 184-like virus in the vaccine conponent.

There was concern that production base would not
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support a quadrival ent vaccine, but the FDA was ready
to do the support work that would be necessary to
support and eventually license an alternative vacci ne
if that was felt necessary. But also many of the
manuf acturers here in the United States may actually
be producing vaccine against -- or containing B
Shandong 797-1i ke virus for sonme of the international
cust oners.

Also sone of the things that we pulled
together with the help of Linda Canas and the Project
Gargle efforts and others was on the influenza
experience for the mlitary. You know, here in the
U S., again, B Beijing 184/93-like virus has
predom nat ed. During the '97/98 season, Project
Gargle had only had five Influenza B isolates. For
t he precedi ng year, there had been up through February
or md February, 1999, however, there had been 48
Influenza B viruses isolated, 39 of those in February
alone. O the nunbers, seven had conme in from the
Pacific R msanples, again, six in February. And as
of that tine, all of those however had been -- that
had been further identified were B Beijing 184/93-1i ke
viruses. She's told ne here this afternoon that that

still is the case, that all the additional isolates, B
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i sol ates have been B Beijing.

This is on the background though, but we
obvi ously do have a significant mlitary presence in
Asia that potentially could be at risk if a different
virus becane nore predomnant in that area. Over
95, 000 nenbers who are assigned ashore in primarily
t he Republic of Korea and Japan, including Ckinawa, in
excess of 12,000 people on ships, 74,000 famly
menbers and DoD civilians, and 200,000 plus people
here on the west coast and el sewhere who could be
depl oyed on very short notice into that theater.

So sone of the potential issues for DoDin
the future. |If we have a simlar situation, you know,
how are we going to address questions |ike should DoD
pursue acquisition of an alternate vaccine for use in
mlitary personnel? Should we wuse an alternate
vaccine for all Forces or just for Forces in areas
where an alternate virus poses a significant threat?
How should we make those decisions, and should DoD
revitalize its role and that of this Board's in the
nati onal deci si on-naki ng process for influenza vaccine
conposi tion. The FDA is certainly open to that.
Hopefully we would get the expectation of being

invited to participate in that effort again next year,
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but this is, again, one of those disease control
i ssues that had been very active in the past. For
many years probably was al nost a non-issue but has the
potential again as part of our response to pandem c
i nfluenza threats in the future that we're going to
have to | ook at what our priorities are for vaccine,
what the threats are, and how we as an organi zation
woul d make rational decisions. That' it. Thank you.

DR. PERROTTA: Thank you, Captain Trunp.
Any questions for David? Rick?

DR. POLAND: | would second what Captain
Trunp said that this is likely to be an increasing
issue for DoD sinply because the surveillance
mechani snms are increasingly in place to identify
variant strains that are relevant. For exanple -- and
Jimmay know nore about this -- | just heard the end
of last nmonth an HON2 has been identified from two
peopl e in Hong Kong, which has never been docunented
or seen in humans before. How big of an issue that
will be no one knows, but those kinds of issues I
think are going to be very rel evant.

CAPTAIN TRUMP:  And, you know, the sane
with the increased surveillance. There's an

expectation that in a short period of tinme WHO coul d
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be maki ng recommendati ons every six nonths for vaccine
conbi nati ons, you know, specific -- different vaccines
for the Southern Hem sphere, and, you know, how we
| ook at those vaccines for our troops who are
depl oying into those areas and how we woul d use them
are going to be issues.

DR. POLAND: And it's not so far-fetched
inthat fairly near-termtechnology may allow in fact
t he manufacture of different vaccines for different
settings.

COLONEL DI NI EGA: After | got the call
from Doct or Hoke and al so Doctor Lebendowski, | nade a
query to Korea to find out if they had any additi onal
i nformati on, being that the nunber of specinmens sent
to Project Gargle was very small. |If you renenber, it
was six or seven fromthe Pacific countries and very
few from Korea where there's probably the |arger
concentration of troops. And they've been sending
some specinens to the Korean NIH equi val ent, and they
had sone data, and they did not recognize -- no
Shandong was circulating in Korea, but we also tal ked
about the need to increase participation in the
i nfl uenza surveillance program So they're going to

be working on that and getting the policy out in Korea
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to get increased participation through the flu season.

MAJOR FISHER: This is Major Fisher. |

t hi nk they received nore specinmens. | think six was
just the nunber of isolates. |Is that right, Linda?
But you're correct. | nmean, participation does need

to increase, and we're going to work on that.

DR. SCKAS: W have actually broken out
our Asian isolates fromthis year. Up through |ast
week we had received 437 specinens. O those we have
59 type A and nine type B, and all of those that have
been typed so far, the Bs have been the B/ Beijing.

This afternoon, our |atest update -- which
is actually kind of exciting because the network
wor ks -- you' ve probably read in ProMed about all the
problems in Nepal, and CDC contacted us, and we
contacted the people in Thailand and Nepal, and within
a week they had 24 sanples collected working with the
Mnistry of Health over there. And after all of that,
British Alrways lost them and I lost a |lot of sleep.

But we did receive the box two weeks later, and
because they had packed themin 86 kilograns of dry
ice, we got good specinens on Friday, and this
afternoon I was told we have six type A s and four

type B's so far out of 18 specinmens from Nepal. W
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have another six from the enbassy in Thail and. So
we'll type those within the first part of next week
pr obabl y.

And these could be very interesting
because it is late in the season. W do have
out breaks of people they say are dying and could | ead
us to what's going on. W're also getting a |lot of
speci mens from South Anmerica, outbreaks that they're
tal ki ng about, and we're seeing mainly A's, although
we're getting B's, but the A's there have been Hl's,
which is a vaccine strain.

DR. PERROTTA: Amazing. Good news.

DR. POLAND: It's particularly inportant
for DoD to have this kind of influenza surveillance
program because just as a denom nator from the FDA
point of view, we're looking at isolates of about
80, 000. So 24, even a couple of hundred get lost in
that in ternms of what's imedi ately rel evant to DoD
The other thing is we get few isolates fromthe areas
of concern.

So, Dave, | was just going to ask one
ot her question. |Is there anything the Board m ght do
that woul d be hel pful in this progranf

CAPTAIN TRUW: | think the one invitation
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was to participate in, you know, DoD s planning for
pandem ¢ i nfluenza preparedness, which obviously is
basi cally planning for influenza preparedness all the
time, and then the other would be -- is potentially to
participate as one of the representatives to the
VRBPAC or at least attend that in the future. | think
this is just a remnder that influenza continues to be
an issue as far as mlitary preparedness.

DR. LA FORCE In the past, have DoD
i nfl uenza vacci nes been different than the vaccines
t hat were avail able comrercially?

DR CHN Yes, the answer to that is yes,
used to have special mlitary fornul ation.

DR.  PERROTTA: Different virologically
than what the public -- | guess | read your slide
saying recently you'd been using comercially
avai | abl e.

CAPTAI N TRUMP: Ri ght. In the last 10
years, you know, that |'ve been here, |I'm not aware
that we used anything different than what was bei ng
used nati onw de.

DR. CHIN. The reason --

CAPTAIN TRUMP: Historically I think DoD

was very active in influenza vaccine productions and
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deci sions and essentially deciding and naki ng vacci nes
early on in the '60s and up through the --

DR ASCHER: It set the standard.

CAPTAIN TRUMP: Ri ght.

DR. ASCHER: Led the nation. The other
group has supplanted them but DoD was the other
pl ayer for a while.

DR CHN No, but the question, has there
been a sense anong epi dem ol ogi sts within DoD that the
mat ch hasn't been good regionally or nationally?

DR LA FORCE: O has it all worked?

MAJOR FISHER: This is Mjor Fisher. I
t hi nk over the past years since the Board has stopped
getting involved, it's worked quite well. But the
guestion canme up this year -- | didn't quite nean it
i ke that. But this year with the question of WHO
recommending a different strain of B, the Shandong for
Asia and the fact that we have troops there and then a
different strain, the Beijing still, you know, renains
the strain for the U S. vaccine, there could be sone
guesti on.

DR ASCHER Marc, you can stretch it that
if last year Sydney had not hit the Continental United

States that it could have hit our troops first, and
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had soneone been thinking ahead of tine, we mght have
t hought about a fornulation that was -- had Sydney in
it before it happened. And that's the old style of
thinking that | think JimChin is referring to where
you' re | ooki ng outside the system but things nove so
fast that it got here and bit us in the ass all over
t he pl ace before anybody knew about it.

DR.  PCLAND: | think -- Geg Poland --
that's right. | nean, three years ago A/ Sydney roared
in after the vaccine production had already started,
but in the near termit may be possible to recognize
that increasing threat and nmake a vaccine relevant to
DoD or even ot her people.

DR LA FORCE But also we do exist
globally, and it may not be necessary for us to nake
this -- a second vaccine that nmay be nore appropriate
regionally. | mean, we are part --

DR CHIN. Part of the situation was that
the civilian vaccine was designed primarily for the
el derly whereas the mlitary population is sort of a
much younger popul ation so that different dosage of
di fferent conponents woul d be specifically recomended
for the mlitary conpared to a civilian formul ation.

So there were sone little differences. But | -- over
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t he past decade there hasn't been any, but | think the
Swine Flu thing was the perfect exanple. There was a
very specific mlitary fornul ation.

DR. POLAND: | think the other thing to
not |ose sight of though, and obviously |'m not
suggesting that you have, Marc, but the issue for DoD
is these variant viruses that we're increasingly
capabl e of detecting. | nean -- and weird things are
happeni ng. For exanple, this com ng year, this wll
be the third year that A/ Sydney wll be in the
vacci ne, which is unprecedented in anybody's
recollection at |east of 15, 20 years, to have the
sane H3N2 virus circulate world-w de. It hasn't
happened before. Wy is it happening now? Wy this
H5N1, why this HON2? 1Is it really something different
happening or is it our surveillance capability?
Regar dl ess of whichever it is, we need the capacity to
respond.

DR LA FORCE: | just sort of finish by
saying that presupposes we understood what we were
doi ng before.

DR. PERROTTA: Ckay. Doctor Ascher.

DR. ASCHER: On that note --

DR. PERROITA: We'll tal k about another
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weapon of mass destruction besides influenza.

DR. ASCHER: The difficulty for nme today
is to make this coherent and build a link to sonething
to do wth the AFEB, and that | think I'll do quickly
and then see if you can followit.

My conmputer died. | lost ny screen, so
I"mgoing to do this fromjust notes. 1995 the pl an
to destroy small pox was up for review at the Nationa
Security Council. And, as you all recall, Secretary
Sul | ivan had announced at the World Health Assenbly
that the United States was going to do this, and when
it cane before the National Security Council as a
consent item it is alleged that someone said, "Wll,
we're going to destroy smallpox. |Is that all right?"

And DoD said, "Say what?" He said, "Well, just
destroyi ng smal |l pox. That's -- we've tal ked about
this before.” "No, we haven't." "Really?" "Really."

So there was a gulf perceived at the
Nati onal Security Council between the Public Health
Service and DoD, neaning that one had a very clear
i dea of destroying this virus, and the other wasn't so
sure. And some of the issues that were related to
that were the issues of national security.

So a neeting was convened by the D sease
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Control Commttee of the AFEB and the council of NC D
to thrash this out. And a session was held that
basically concluded that smallpox should not be
destroyed for a nunber of reasons.

It was ny concern in talking to people on
the Board that this recomendati on had sort of gone
nowhere and that there was notion afoot to sort of
reverse it or ask other people the sane question until
sonebody got answers they wanted. But, indeed, what
has happened is the national consensus of all the sane
peopl e has now cone to the conclusion that probably on
scientific grounds, at least the scientific community
is saying don't destroy it. At least that's as of
| ast week changes. But the Board is on record at
| east indirectly as not supporting destruction.

Now, one of the eye openers to the Public
Health Service at this nmeeting was the fact that
anthrax -- | mean, anthrax, hello -- smallpox was a
weaponi zed threat against the civilian popul ati on by
the Soviet Union, had been going on for a nunber of
years. The mlitary had stopped vaccinating as well
as everybody el se, and the mlitary had not considered
it amlitary threat when they had been vacci nated and

when they had been vaccinating and the fact that
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they'd never weaponized it or even thought of
weaponi zing it.
So the Federal Governnent of the United
States was a little bit blindsided on the programthat
the Soviet Union had targeted against civilian
popul ati ons. So this was the eye opener at the
federal |evel that biological warfare was not just DoD
and opened the specter of biological terrorism The
nmeeting occurred the day before Tinothy MVei gh bl ew
up the Federal Building. That was al so an eye opener
t he next day.
The National Security Council took many of
t he sane people fromthe panel, added D. A Henderson,
a couple of other people, Phil Russell, some of the
peopl e you know, and asked us whether biol ogical
terrorismwas a problem and whet her we were prepared.
It was a fairly short neeting. Long break, very
short agenda.
Now, at that point a nunber of people
began to take it very seriously, and led by D A
Henderson, sone in-roads were made to the Public
Health Service to find out what was going to be done,
and the Public Health Service was really not well

prepared not having thought about this, as | said, but
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over the last couple of years has nade extraordinary
progress -- please don't quote ne in the newspaper --
but prodded to a fairly large extent by DDA | think
you know the kind of force he can be.

And one way to approach getting things to
nove forward is to get Congress to do sonething, and
i ndeed that's what happened. And in this year's
budget, there was $179, 000,000 allocated, |led by at
| east in the Senate side Senator Faircloth, for the
pur pose of building national donestic preparedness and
response to biol ogi cal defense or biological terrorism
def ense.

The largest item was a stockpile of
anti biotics and vacci nes, including anthrax obvi ously
we talked about, and the rest of the noney,
$121, 000, 000, being given to CDC to devel op a nati onal
programto counter at the local and state |evel the
threat of biological terrorism

The first time | have in ny know edge
heard the concept of biological terrorism actually
expressed within the halls of CDC was a neeting | ast
fall. This is a radar screen that has a new item on
it. Two neetings were held. It is now a very serious

item on their agenda. They have appointed | think
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very, very well qualified individuals fromtheir cadre
of people to work on this problem to wt, Scott
Wl obri dge (phonetic), Steve Mirris, Ai Khan, a few
ot hers from ot her groups.

It's an office within NCID, and they are
scranbling to get noney on the street as soon as
possible to build a response system Now, the five
parts of the programthey are putting together through
this RFP is |l ocal planning, how planning is done for
t he purpose of public health.

Now, what had been done before at the
local level and in the mlitary was building up
capability of first responders. But what this
initiative says is that covert attacks of biologica
agents are not going to present as boons or bangs or
people falling over where the fire departnent shows
up.

This is going to be the occurrence of sone
unknown illness in a conmmunity. And if it's anthrax,
for exanple, by the tinme you' ve recognized it, you nmay
have a severe problem So this is an orientation to
rebuild public health for the purpose of picking up
t hese i ssues or these agents. And, of course, if you

rebuild public health for this purpose, you rebuild
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public health for all purposes. So this is the
rebirth of public health as we know it.

The second conponent, surveillance and
epi dem ol ogi ¢ response. (Cobviously you have to pick up
t hese di seases. You have to be able to report it in a
timely way. You have to be able to go out and do risk
assessnment and find out how many people are exposed
and what do you do about it.

Chem cal attacks you're cleaning up bodies
and treating people. Bi ol ogic attacks you're
following people around like who did you talk to,

where were you, et cetera, very, very different, very

difficult.

Maj or piece of initiative, not a |ot of
noney but a lot of detail, is in the biological |ab
capability. Again, off the record, the original

specifications of this program had $9, 000,000
dedi cated to the University of North Carolina School
of Public Health for a | aboratory. Senator Faircloth
didn't fair so well. He lost. Hope the people from
North Carolina aren't offended. But that got
transnogrified into three | aboratories and then in a
CDC initiative got further transnogrified into a

network of |aboratories. So I'm not sure North
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Carolina has a l|aboratory in this anynore, but it
certainly was a startling change. W were supposed to
go to a neeting about building a $9, 000,000 | aboratory
in North Carolina, and it becane a whole different
bal | gane after he |ost.

H s replacenent on the commttee is D ane
Feinstein. | won't tell you what that neans.

The fourth conponent of the program-- and
"Il talk further about the bio labs -- is a chemstry
| aboratory programin support of backup of CDC, really
a strong thing for detection of chem cal agents.

And the | ast piece, which is actually the
| argest chunk of noney, is a health alert network,
whi ch when it was presented Ed Baker said, "This is
not just a conputer on every health officer's desk.
It is that, but it's not just that."

Vell, it's nostly that because they really
are saying that for thirty some mllion dollars that
t hey want every local health officer on the Internet
with a network connection that can talk to each ot her,
which is a very, very extraordinary program /| think.

Now, the agents that are of concern, one
of the things that happened at CDC is that this is al

deer in the headlights kind of stuff. They' re shown
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lists of organisns, 20, 50, 60, and they don't have
any idea kind of what these things nean, what are the

threats? They' ve never seen weaponi zed threat |ists.
They' ve never seen classified informtion.

So basically through sone previous
pl anning, it turned out that a consensus was obt ai ned
that there are only five organisns that are of concern
for the perspective of donestic preparedness and
defense, and you know them all by heart, anthrax,
smal | pox. As the big players, botulismin its own
category, its mlitary rel evance not perhaps as great
as even the civilian relevance, and then plague and
tularema sort of alittle bit category of thenselves,
and that's it.

Now, what was interesting is the CDC
program had roomfor a ot nore, so we had to pick one
nore, brucella, brucella. Go figure.

Now, | think the CDC woul d have been very
pl eased if they could have given all the noney to one
| aboratory to build a program because what they were
left with is an interesting problem which is how do
you build a national response capability for bio which
enhances |aboratory capacity if the goal is to

recogni ze covert events. And to nake a long story
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short, what they basically said is that they wl
build a national network of |ocal, state, federal, and
other |aboratories in a tiered fashion that has
redundancy and interconnectivity to respond and det ect
t hese things.

So what this neans, at the first |evel,
all clinical |aboratories will be told don't throw out
your brucella species fromblood cultures, okay. Mke
sure the algorithm in your Vitech is correct for
pl ague, a fewthings like that. That is actually the
har dest part because there are many, nmany nore of
t hose | aboratories.

The next level will be to equip all states

and nost of our large counties with the ability to

confirm biol ogi c agents, those five agents -- forget
smal | pox because that's a special case -- those five
agents, including brucella, wth state-of-the-art

1930s m crobi ol ogy, which nmeans culture, fernentation,
anti bodi es, no whiz bangs, no rapid tests, no not hing.
This is a trained -- program of training where
m crobi ol ogi sts use conventional mcrobiology to
identify.

The second level of these |aboratories

will be connected very quickly to all jurisdictions so
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that they can al so provide support for FBI and other
people that need to bring sanples in from events or
hoaxes and t hi ngs.

The third level |aboratory will be the
St at es. It wll be involved in R and D, tech
transfer, preparation of reagents, validation of new
technol ogy, <collection of strain repositories, et
cetera, et cetera.

The level C Ilaboratory is the ngjor
states, Texas, California, New York, a few others,
will then be a high Ievel R and D applied research
adjunct to the national |aboratories. And so USAVRD
will not be taking phone calls in the mddle of the
night of | want this anthrax tested. CDC does not
have to build their own capability. They basically
work through this network, and they are so relieved,
and they are so pleased that they can focus on their
m ssion, which is real research, and not be bot hered
by sonme of these routine things. So that's a win al
the way around as far as | can tell.

I"'mreading the flier on energing di seases
in the mlitary, and | see this need for a public
health network for the mlitary. You' re talking about

building a parallel program It mght be possible to
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hook into this for your own needs as well. Once the
thing is defined and once the thing is set up, it
should be fairly easy to add other capabilities.

Next year's funding is supposed to be
greater. Donna Shal al a announced there's
$230, 000, 000. So that is getting to be a fairly
reasonabl e anount of noney.

The other pieces that are kind of
interesting is that D. A convened a group at Hopkins
called the Gvilian Center for Biodefense Studies,
with the goal of bringing in the partners to talk
about various aspects of this, and we have witten now
three, and others are being started, manuscripts on
the public health inplications and managenent of these
five or so threat agents, and | say three are done.
Anthrax is in press. Snmallpox and plague are com ng
al ong very nicely.

JAVA next nonth, long, fairly detail ed,
but a fairly inportant docunent. This is where the
federal partners, the Arny, other people, have been
parti ci pating.

Now, why does D. A have to convene all the
federal partners? Do | have to tell you? No, because

the federal partners really were slowin figuring it
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out, but it was a favor. | will consider it a favor.
I"'mnot going to be nasty, but fromthe perspective
of goosing the system the federal partners have
really gotten up to speed and | think are about ready
to take this over in spades. Secretary Shal ala has
desi gnat ed Peg Hanburg, some of you know, to be really
serious on this problem She is up to speed very
well, and | think the Feds wll be off and running
with the support and as | say the persistence of D A
intrying to do the right thing.
The other group that is quite active now
as we speak is the National Donestic Preparedness

Ofice. This is designated by President's directive

to be the overall lead for this problem in the
civilian sector, and it is just -- it is an office
with an FBI. It is a virtual office where they have
no admnistrative authority. It's a convening of

partners. Al the people are there. The mlitary is
there. CDCis going to be comng, and it's building
coordi nated response systens so that one group doesn't
go in and train certain people to do this and other
people train certain people to do that and then when
an incident cones they bunp into each other which is

very likely to happen under the present arrangemnent.
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That's a very serious program

The mlitary -- and this is the other hook
back -- has a place at that table, and El |l en Enbry was
at the nost recent convening neeting of that group,
and the reason for that is that nost of the nedical
assets of the mlitary or the Arny for sure, 59
percent | believe are in the reserves.

Now, when the noney -- when one pot of
nmoney was put forward, in addition to everything |I've
nmentioned, it was given to the National GQuard for the
pur pose of building a response system \Well, whoever
wote that didn't realize that the National Guard had
no medi cal assets. They'd just given themall to the
reserves. The reserves had given all their
hel i copters to the National Guard.

So you had National Guard with |ots of
noney and no assets. Now you have National Quard with
authority to go in and help in civilian disasters and
the reserves that don't have them So all of a sudden
the word DOVS cones up, how you put reserve assets
into a disaster. This is all being discussed. The
role of the active conponent is also part of the
programas well. So this is proceeding quite rapidly.

And, as | said, that's the nutshell of the program
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| want to close by telling you about one
hoax that occurred in Northern California. Then I'II
ask for any questions.

Around the first of the year, just after
Christmas, L.A started having anthrax hoaxes. And
t hose of you who don't read the paper out here don't
realize how it went. It went from six people in a
building to 20 people in a building to 20 ot her people
in a building to 90 people in a building to 1500
people in a building, and now the response was to take
peopl e outside, take off their clothes and shower them
down with sone spray.

At that point, they threw up their hands
and said we can't do this. This is crazy. It doesn't
make any sense. These are not real. Announced
threats are not going to be real because if you want
to do bio you don't tell sonebody. You let it happen.

You don't want to tell people what you've done.

So they've kind of backed off. But ,
again, what drives our reality? Board of supervisors
in Los Angel es asked them how much noney they were
spending on these little episodes, and it turned out
it was a very, very significant anount of noney, and

they decided if they were being ridiculed in the press
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for doing unnecessary things and were spending a | ot
of noney, they ought to quit.

So the FBI as the | ead agency backed of f.

And the reason these things stopped at sone level is
t hey stopped responding. You call up and say you have
done sonething with anthrax, that by definition is a
hoax. They'll come out and talk to you, and they'|
run you down, and they'll do various things, but
they're not going to cone and do a full court press on
this club right nowif sonmebody nmakes that phone call.

So don't worry about it.

Now, in Northern California, we had the
good fortune of being in conjunction with a very good
FBI group that had set up sone prograns, and they were
very different in ternms of their relationship wth
first responders. And a man called in to 911 nunber
in Newark, California up near Frenont, and "I've
rel eased anthrax -- I"'msorry -- |1've rel eased AMIRAC
in this building, and there are 400 people here.”" And
the 911 operator said "AMIRAC?" And he said, "Listen,
|"ve released AMIRAC in this building," and so she
heard the word AMIRAC, so not sensitized asked the
supervi sor, and the supervisor said well, that doesn't

sound right. That nay be anthrax coul d be possibly
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they're talking about. 1'Il call the FBI. You cal

the police. So the police rode down to the scene and
the FBI was called, and the FBI said, "Wll, what's
going to happen? Are the firenmen going to take the
people's clothes off, and are we going to evacuate
this building,” and the person said, "I don't know,
but I'Il patch you through on the phone.” So the FB
guy said, "Well, what are you going to do?" And they
said, "What?" "Wat are you going to do? This is an
anthrax threat.”" "Yes." "Don't you know what to do?

Haven't people taught you to take peopl e outside and

take off their clothes?" "No, no, we never had any
training on this. W have no idea what this is.”
"Could you all go honme?" "Yes, sir, be glad to."

Al'l the fire departnent disappears. Al
the police departnent disappears. FBI walks in the
building. FBI walks in the building and says to the
manager, "Ma'am we have this tape of a 911 call, can
we play it for you, and do you know who that is," and
they said, "Yes, that's Dennis Perrotta. He sits
right over there.” "Dennis, can we cone talk to you?"

They call Bob Peterson in the room and they say,
"Bob, what are you doing here calling up, you know, an

anthrax threat? W want to know nore about it," and
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he was a little bit less than forthcomng. But at the
very end of the story the punchline was he said "I
wanted to go hone early."

Bob's in Federal Prison, no bail, 15 to
30, first person ever caught on a hoax, on a threat,
under the new regul ations, the newlaw So the answer
isif it's AMIRAC or anthrax, it doesn't matter. GCet
out of the way and call the FBI

DR. PERROTTA: Any questions for Doctor
Ascher ?

DR. ASCHER: Are you getting the sane
message, Dennis, or is that --

DR PERROITA: |'ve got the same nessage.

DR. POLAND: One question, Mke, before
you |eave there. Particularly with the idea of
donestic biologic terrorism and detection being the
issue, is there any tie-in with proposals that DARPA
had out three to five years ago looking for early
det ection mechani sns?

DR. ASCHER: Loosely. The problem that
was faced when the idea of deploying direct detection
into these events was the issue of the reliability of
single tests that are running in a screeni ng node.

Very briefly, if you want to -- if you
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find sonmeone out there with a powder that has

aerosi zed this roomand you run a rapid test on it,

the one thing it has to do is be absolutely sensitive

because you only want to react to a negative. It's

like an H'V screening test. You transfuse the bl ood.
Everyone goes hone.

The technology that's there is very, very
insensitive conpared to avail abl e technol ogy. So,
yes, the DARPA Initiative is to try to | eapfrog over
this first generation stuff and get sonething on the
street that woul d be practical as a screening test.

Now, if you bring that to a |aboratory,
they put it in culture, it tells you nore than rapid
test. It tells you whether it's viable. It tells you
whether it's bacillus thuringiensis, which is a
surrogate, et cetera, et cetera.

So the reasons we have de-enphasi zed rapid
tests are two. They're confounded by surrogates, and
they're not very sensitive. They're ol der technol ogy.

But the goal in the future is to have detection
systens that at |east as a screening test can be used
for calling off responses, with sone fal se positives
not being a problem

DR. PERROTTA: The Institute of Medicine
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formed a commttee about two years ago, and | sat on
that commttee, and it was a cormittee to i nprove --
research and devel opnent to inprove civilian nmedica
response to biological and chemcal terrorism and our
report cane out in January of this year, and there's a
whol e chapter on it, and it was witten by this |ady
fromthe university -- or Utah State up in Logan who
had a DARPA grant who has sone amazing stories of
technology that exist in |aboratories, not public
health | aboratories, but these are light cyclers that
can get you an answer on what this powder is in 15
mnutes and that they're this small. The Air Force is
working on that in San Antoni o where they're trying to
make it into a field tested kind of thing where
sonebody can walk in and do it and put it in the back
of one of those things that does the chem cal stuff.
And so it's all there. It's not in our
hands yet, and it's not available for people to use in
t hose situations. So we're still using the old
technol ogy. | nean, the best technol ogy that we have
that we hope to develop at the state | evel for exanple
is to get BFA reagents for bacillus anthraces, and we
can get you an answer in a couple of hours, and that

drives the policy of how civilians are going to now
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respond to an ant hrax request.

Let's say you open up an envel ope. You're
in the mail roomof the AFEB office and you open up an
envel ope and out drops a powder, and you got a little
sign in there that says "You' ve just been exposed to
anthrax. | hate the AFEB" or whatever, it's signed by
AFI P or sonebody el se.

Now, the response has been for over 200 of
t hese hoaxes that the FBI and CDC has responded to,
many of the responses, nostly in the beginning parts
of this, were to rush this entire room through the
decontam nation line of a fire departnent. And that's
not even the right thing to do if it was anthrax.

DR ASCHER That's what they were trained
to do for chem cals.

DR, PERROTTA: But that's what they were
trained to do for chemicals. And so that you know,
the right answer is that you call the police. The
police secures the area. Nobody |eaves or conmes in
until sonebody wites do