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The Board net at the Island Cub, North Island Naval Air
Station, San Diego, California, at 7:24 a.m, Dr. Stephen

Gstroff, presiding.
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P-ROCEEDI-NGS
(7:21 a.m)

DR. OSTROFF: Let ne call the nmeeting to order.
Let nme begin by introducing Ms. Ellen Enbrey, who was recently
appointed the Deputy Assistant Secretary of Defense for Force
Health Protection and Readiness in Dr. Wnkenwerder's office. As
t he designated federal official, she has the honor of calling the
nmeeting to order.

M5. EMBREY: Thank you, Dr. Ostroff. The fornmal
begi nning of the nmeeting as the designated federal official for
the Armed Forces Epidem ol ogical Boar d, f eder al advi sory
conmittee, Secretary of Defense, which serves as a continuing
scientific advisory body to the Secretary of Defense for Health
and the surgeons general of the nmilitary departnents, | hereby
call the winter 2002 neeting to order.

I am pl eased to see such a large turnout today for
this neeting. | think that this reflects both the inportance of
the AFEB, Departnent of Defense and interesting topics that are
on the neeting agenda.

Captain Luz, please accept ny appreciation for
your willingness to host and provide the outstandi ng support for
this today and tonorrow.

DR. OSTROFF: Thank you very nuch. On behal f of
the board, let ne welcone everybody. W certainly |ook forward

to working with you and with Dr. W nkenwerder. Certainly | can
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speak for all of the board menmbers in ny tenure as the board
presi dent.

In conmparison to many of our recent neetings, we
have a very robust agenda, to say the least. There are a |large
nunber of issues that we have before us.

Let nme just begin by thanking Captain Luz and the
Naval Health Research Center staff for hosting the neeting of the
AFEB. | realize how difficult it is to put on a neeting of this
size, and we certainly appreciate it.

Let me just take a minute or two and just say the
last tine that we nmet in Septenber, we knew that a | ot was going

to happen even at that time. That was the week after Septenber

11th. | think all of us were very pleased and proud to be able
to at least contribute in sonme small way. I think, speaking at
| east for nyself and, |I'msure, for all of the board nenbers, we

certainly are very proud of what's been achieved during that
interimtime period.

In addition to what's been going on wth our
forces overseas, another thing that we're very pleased about is
that Dr. Wnkenwerder was nominated to be the Assistant Secretary
of Defense for Health Affairs. He was noni nated on Septenber
21st, | think, just after the last board neeting and was
confirnmed by the senate on October the 16th. His CV and bio are
in the briefing books. He's responsible for overall supervision

of the health and nedical affairs of the Departnment of Defense
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and serves as the principal staff assistant and advisor to the
Secretary of Defense for all DOD health policies, programs and
activities and, subject to the direction of the Secretary of
Def ense, exercises oversight of all DOD health resources.

One of those resources is the AFEB. W're
extrenely pleased that he took the time out of his very busy

schedule to be here with us for part of today and for part of

tomorrow as well. I had the pleasure of neeting him back in
Decenber.

DR. W NKENVERDER: Thank you, Dr. Gstroff. It's
really nice to be here. | appreciate the strong participation

and invol venent of so many people, including a lot of bright,
t houghtful and very well- trained individuals who -- all of you
have a very, very inportant role in helping to advise the
Department of Defense, including surgeons general and ny office.
So | want to thank you, first of all, for being here and doing
what you do.
I understand that you do this work wi thout pay.

So you're really doing yeoman's work. We really appreciate that.
| personally appreciate what you're doing.

I'm going to just nmmke a couple of prepared

remarks and then I'lIl close with a couple other comments.
The AFEB considers -- and |'m saying this for sone
of you who -- and |'ve already run into a couple of you -- who

are here for the first tine, to outline the mssion

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



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

6

here -- considers nedical issues as they relate to operations

policy, research and developnent and include, but are not

necessarily limted to, preventive nedicine, occupat i onal

environnental health and health pronotion prograns. AFEB

pr epar es and makes recomendat i ons based on sci ence,

technol ogi cal and epidem ol ogic principles. Al of you ar

nationally recogni zed with conpetence in your field.

e

The board, for those of you who are wondering

about the history, was conceived in the beginning of World War

Il1, established formally by the Secretary of War, before ther
was a DOD, in January, 1941. It was rechartered | ater when ther

becane a Departnment of Defense and has operated since that tine.

e

e

Since 1955, the board has produced over 400

recommendations wth nunerous individual reports. There's

a

tremendous history here. I think with that history goes a

recognition not only within DOD but outside the rest of the

federal government and even beyond that to the general publi

Cc

that this is a very inmportant group that can be counted on to

gi ve unvarni shed, unbiased, scientific advice. That's what we

need. W need that. W need it today, | think, as rmuch as we

have ever needed it.

There are nmany, many inportant issues that have

been worked on and are certainly the very inportant ones today

that we'll consider. I look forward to working with you. I

here not on a perfunctory mssion, but |'m here because
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consider the work of this group very inportant. I want to send
that signal. W've got a lot of inportant issues that we need to
nmake reconmendations to the secretary on, frankly.

So your perspective and your thought behind it,
that's all helpful to ne personally, but | think particularly to
t he | eadership of the departnent.

So thanks again for being here. | look forward to
participating for a couple of hours this norning and | earning
about your work. | may junmp in fromtine to tine.

I won't bother you with ny background, but | was
originally trained as an internist and also spent a couple years
working to become an epidenmologist and health services
researcher. Fate didn't take me in that direction in ternms of a
long-term career, but | enjoy this kind of work and appreciate
what's involved with it.

So thanks so rmuch. | turn it back over to you. |
t hi nk we' ve got sone presentations to make.

DR. OSTROFF: Right. Thanks very much. The other
thing you didn't mention about your background is that you worked
for a nunmber of years at that other fine Atlanta institution down
the street fromthe CDC

DR. W NKENVERDER: Yes, exactly.

DR. OSTROFF: What we're goi ng to do
now -- unfortunately | think, as probably nany of you are aware,

there was sone sort of accident on the bridge comng over the
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causeway. Captain Luz isn't here yet, but we're going to go
ahead and do the presentation anyway. | think Conmander Ryan is
goi ng to accept the pl aque.

LT. COL. RIDDLE: So, Captain (sic) Ryan, if you
woul d pl ease accept this plaque on behal f of the Arned Forces Epi
Boar d. It's to the command and staff of the Naval Health
Research Center in appreciation for hosting the wnter 2002
neeting of the Arned Forces Epi demi ol ogi cal Board.

(Appl ause.)

LT. CO.. R DDLE: If we could have Shawn and
Suzanne to join us too.

From Dr. Wnkenwerder we have certificates for
Shawn, for Suzanne.

Commander Ryan, Ms. Suzanne Cark and M. Shawn
Wat son, please accept these certificates of appreciation for your
out st andi ng prof essional know edge and willingness to assist and
cooperate on al | i ssues supporting the  Arned For ces
Epi dem ol ogi cal Board wi nter 2002 neeti ng.

Ms. Leslie Henry and Ms. Jennifer Strickler are

not with us this norning. They' Il be here later, but they've
al so helped us trenendously in setting this neeting up. ['m
fairly new to the board. Believe ne, it takes a lot of

| ogistical efforts to pull one of these together and make it
happen. W couldn't do that w thout the support of the hosting

organi zation. W really appreciate that.
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CVDR. RYAN: Well, |I'm not quite sure what
happened to Captain Luz, but I'm--

REAR ADM HART: Let ne go ahead and welcone
everybody on behal f of Captain Luz.

I have a certain intimate relationship with NHRC
since I'mthe reporting senior for our two research conmands. |
have spoken with Captain Luz periodically in the past about the
i mportance of the AFEB -- naybe | better have someone speak for
me now. He and | share the sanme high regard.

There's a nunber of treasures that we have in the
Department of Defense. One of those treasures is our association
with the AFEB. Anything that NHRC can do to further the good
work of this body, we're nore than welconme -- nore than eager to
do so.

So | don't know where Travis is. He's probably on
the bridge somewhere. | hope he's behind the accident instead of
in it. On behalf of Captain Luz and the NHRC, we welcone the
AFEB.

CVMDR. RYAN:. Thank you, sir. |Is this on, Col onel?

DR. OSTROFF: Yeah, we're going to go ahead. e
have a couple of adninistrative renarks.

There are two new board nmenbers that are in
attendance. 1'd like to welcome them W also have five of the

six nonminees, in addition to Dr. Haywood, over there, who
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probably is the |ongest serving menber of the board. It's good
to see him come back. The two new board nenbers are Dr. dine
and -- | have to find out where everybody is sitting -- Dr.
Cattani, who also serve as a consultant.

What 1'd like to do -- because, to many of you,
not all the board menbers are faniliar -- is to just go around
the table and have everyone introduce thenselves so you know who
t hey are.

Why don't we start on this side?

CVDR. LUDW G ' m Conmander Sharon Ludw g. ' m
t he Coast Guard preventive nedicine officer.

DR WH TEHEAD: I'm Jeff Witehead. I'm with
Force Health Protection, Canadi an Departnent of National Defense.

VAJ. BALQUGH: Brian Balough, joint staff,
preventive nedicine officer.

COL. GUNZENHAUSER Jeff @unzenhauser with the
Armmy Surgeon General's Ofice.

LT. COL. WOODWARD: Li eutenant Colonel Kelly
Whodward, Air Force Medical Operations Preventive Mdicine.

DR NESS: Roberta Ness.

DR. MALMUD: Leon Mal nud.

DR. BERG Bill Berg, Captain, Virginia Health
Depart nment .

DR PATRICK: Kevin Patri ck.

DR.  POLAND: Geg Poland from the Mayo dinic,
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previously served on the board for six years.

DR RUNYAN: Carol Runyan, University of North
Carol i na School of Public Health and Injury Prevention.

DR, SHANAHAN: Denni s Shanahan. I'"'m a private
consul tant.

DR, SHOPE: I'"m Bob Shope with the University of
Texas Medi cal Branch at Gal veston.

COL. CROPPER Leo Cropper of the Air Force
Research Laboratory.

M5. EMBREY: Ellen Enbrey with the Departnment of
Def ense.

LT. CO.. RIDDLE: Li eutenant Col onel Riddle, the
Executive Secretary for the AFEB.

DR. OSTROFF: Steve Ostroff from the Centers for
Di sease Control and Prevention.

DR. W NKENVEERDER: Bill Wnkenwerder again from
t he Departnent of Defense.

REAR ADM HART: I'"'m Steve Hart, the Navy Surgeon
CGeneral's representative and director of Navy Medicine Research
and Devel opnent.

DR.  CAMPBELL: I'"'m Doug Canpbell. I'm a
consultant in North Carolina in occupational and environnental
nmedi ci ne.

DR. CATTAN : Jacqui Cattani, director of the

Center for Biological Defense in South Florida and professor of
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public health at the College for Public Health.

DR.  CLINE: Barnett dine, professor emeritus,
Department of Tropical Medicine, Tul ane.

DR FORSTER |'m Jean Forster.

DR GRAY: M nane is Geg Gay wth the
Uni versity of |owa.

DR HERBCOLD: John Her bol d.

DR LEMASTERS: Grace Lemasters, Departnment of
Envi ronmental Health, University of Cincinnati's College of
Medi ci ne.

DR HAYWOOD: Julian Haywood, University of
Sout hern California School of Medicine.

DR. GARDNER: |'m Pierce Gardner. |'ma professor
of medicine at the State University of New York at Stoney Brook
and also work as a consultant at the Fogarty International
Center.

COL. STAUNTON: M chael Staunton.

CAPT.  YUND: I'"'m Jeff Yund, the preventive
medi cine doc in the Navy and the Navy's liaison officer to the
AFEB.

LT. CMDR CONNER: Byron Conner. I"m actually
sitting in for Captain Schor. Either that or he grew a little
bit.

DR. OSTROFF: W're sorry that Captain Schor had

an illness in the famly and was unable to attend.
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Let me turn the m crophone over to Colonel Riddle
for a few adm nistrative remarks.

LT. CO.. RIDDLE: Good norning and wel cone. e
couldn't plan for the accident this norning.

I have a couple of admnistrative remarks before
we begin. I would like to thank Admral Hart, the NHRC staff
here for hosting this.

| also want to thank Ms. Jean Ford and Ms. Karen
Bralley and Lisa Mnms for all of their efforts in the background.

If you haven't signed in, please make sure you
sign in at the registration desk. As a federal advisory
conmittee, we are required by law to nake a record of all at the
neet i ng.

This afternoon when we finish up, the board and
the preventive nedicine officers will be going to MCRD for a
tour. So we'll just carpool from here at 11:30. W have |unch
reservations over at -- restaurant and then the tour starts at
1: 30.

We do have a roster out there. |If you don't plan
on attending, let us know, because we have several folks that
wanted to go, but they did Iimt us to about 30 people for the
tour and then a presentation over there.

The next AFEB neeting is the 21st and 22nd of May.
We have three formal neetings a year. That is February, My and

Septenber, the third Tuesday and Wednesday. This neeting will be
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at the United States Arny Medical Research Institute for

Infectious Diseases at Fort Detrick in Frederick, Maryland. It
looks like we already have a fairly robust agenda for that
neeting. We'll work the security clearances for all of our folks

getting in, because at that neeting we review the chairman's
threat list and make recommendations on immunizations and
bi ol ogi cs in accordance with the ranked biol ogi cal warfare.

V'l | have refreshnents bot h this
afternoon -- this norning and afternoon and tonorrow Lunch
today is available at the 19th Hole Restaurant and the Beach
House Cafe for those folks who are staying here. Tonorrow there
will be a buffet here and also at the 19th Hol e and Beach House
Caf e.

The restroons are just right outside the door. |If
you do have any information that needs to get to you while you're
here at the neeting, we do have a fax here in the building. The
nunber is 619-545-0522. Then there's a phone right outside the
door here. That nunber is 619-545-0360. Lisa will be out there
to handle it.

For any transportation issue, please see nyself or
Li sa or Karen.

Toni ght we have the dinner of the board. There
are maps up on the table. |It's open to all of the board nenbers
and attendees. We'Il try to leave from the Navy Lodge | obby at

about 8:45 -- or 6:45 this evening. That's in A d Town.
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W also -- to aid with the transcription, if you
could please identify yourselves and speak into the mcrophones.
I think our audio guy is tied up in the traffic also. Karen is
taking a crash course this nmorning filling in. So we'll get
through it.

Al so, please renenber this is a federal advisory
conmittee. It is open to the public. There may be nenbers of
the public and press present here.

DR. OSTROFF: Let's nove on now to our
presentation since Captain Luz is not here yet. | think
Conmander Ryan is going to give the overview She's the director
of the Departnent of Defense Center for Deploynent Health
Research at the Naval Health Research Center.

She's going to give the overview and then also
tal k about some of the work being done at NHRC. Thank you.

CVDR.  RYAN: Thank you, sir. Actually, 1| hear
that Captain Luz is on his way up. So I may -- should | wait,
Col onel, or --

LT. CO.. RIDDLE: If you want to -- you want
to-- or we could transition --

CVMDR. RYAN. Do you want ne to go to the next --

LT. CO.. RIDDLE: Yeah, let's go ahead and give
your brief and we'll let Captain Luz --

CVMDR. RYAN. Dr. Wnkenwerder, M. Enbrey, Admiral

Hart, Dr. Ostroff and nenbers of the board and distinguished
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guests, welconme to Naval Health Research Center. ' m delighted
to represent my group, the Department of Defense Center for
Depl oynment Health Research, which is one of the directorates at
the Naval Health Research Center.

W have within our center sort of two research
arns, if you wll. One is deploynment epidemni ol ogy. W t hink
we're one of the largest, if not the Ilargest, group of
epi deni ol ogi ¢ researchers in the Departnment of Defense. W also
have a research interest in energing infectious disease. W have
an inpressive infectious disease |aboratory where our focus is

nostly respiratory infections.

Tonorrow you'll hear a little bit nore -- I'm
sorry, not tonorrow, but later today -- a little bit nore about
the infectious disease part from nmy colleague, Dr. Russell, who

wi || speak about the pneunpcoccal vaccine trial.

We currently have 68 research staff. Three of us
are active-duty medical officers in the Navy. W currently have
one or two Air Force billets about to cone to fruition at our
research center, which we're delighted about since it is a DOD
center. The rest are Henry M Jackson contract staff, really a
wonderful staff that |'mprivileged to work with.

The origins of our team actually grew out of the
| egacy of the @ulf War, that is, the brunt of our research and
the concerns about what nade @ulf War veterans have problens

after depl oynent.
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The original Gulf War studies in our team are a
credit to Captain Gay, Dr. Gay, who is now a distinguished
nmenber of the board. He devel oped these seven studi es which were
wel |l enbraced by the Departnent of Defense and led to sone
wonder ful research products.

The studies of synptons, hospitalizations and
reproductive health effects, which were the main concerns of the
Qulf War veterans -- and these are some of the highlights of
products that grew out of that research.

W actually still have some active projects
looking at Gulf War exposed veterans and the epidem ol ogy about
the @ulf War exposures. Most of the research has, of course,

devel oped past the Gulf War to nore current depl oynent concerns.

Again, the focus of our group is always to publish
in the peer review literature, which is the standard we hold
oursel ves to.

Because of that success, the Department of Defense
stood up three centers for deploynent health back in 1998, '99.
One was the Deploynent Health Research Center, which was
desi gnated here at NHRC Then there's a clinical center, our
sister center, at Walter Reed, and a nedical surveillance center
at CHPPM at the Arny's Center for Health Pronotion and
Preventive Medicine. So all three nake up the centers for

depl oynent heal t h.
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These are sone of the projects that we evolved
into after the Gulf War. You can see there's still a few points
here -- registry studies relate to @l f War illness. Heal th
experience of Saudi Arabian National Guard is an interesting
study that we're doing with our colleagues in Saudi Arabia and
their post-Gulf War experience.

We're conmparing the experience of those depl oyed
to Sout hwest Asia, which is the Gulf War area after the war, and
Bosnia to the @ulf War veterans. We have some interesting
epi deni ol ogi ¢ work | ooking at the health experience of those who
have received Anthrax vacci ne.

We're | ooking at ciprofloxacin used in the last 12
nonths, which is an interesting epideniologic analysis after the
bioterrorist threats in 2001. W're looking at risk factors for
dysfunctional careers and dysfunctional famly life that nmay be
predicted in recruits by sone current screening tools. W' ve got
alittle bit of work in tobacco cessation in recruits because we
have this interest in basic trainees.

We've |ooked at epidemology of other common
things of concern, like STDs and asthma, H pylori infections.
Then we have sone |arge survey studies. These are two snall
survey studies, actually, imunization know edge, attitudes and
beliefs and a study of conplenentary and alternative nedicine.

W have a clinical trial center. It's actually

down the hill from us, physically renoved, but at one of the
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clinics that's a branch clinic of the large nedical center here,
the Naval Medical Center San Diego -- at this branch clinic,
we' ve stood up a center where we've staffed it with fol ks who see
patients for sonme clinical trials.

W stood this up originally to do tw VA DOD
cooperative studies in @lf War veterans, which have recently
wr apped up. Those were studies of antibiotic treatnent and
multi-synptom treatnment of those wth chronic mlti-synptom
i Il nesses.

Now we're doing two sort of interesting studies
with patients and the effect of conbination treatnent wth
D-pernethrin and pyridostigmne bromde on synptons and
neurocognitive function and an assessnment of the potential
rel ati onship between obesity and adenovirus infection, sort of a
marrying of our interested infectious disease and other
epi deni ol ogy.

These are our three large projects in our center.

So all of what |I've just shown you are actually snmaller projects
inrelationship to these through Recruit Assessnment Program the

birth and infant health registry and the nillenni um cohort study.

This norning 1'll be giving you a few nore slides
particularly on the birth and infant health registry and
m || enni um cohort study, as | know they're of interested to the

board, and the Recruit Assessnment Program is, of course,
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somet hing we'll discuss all norning tonorrow.

Just a few quick slides on the overview of the
| aboratory. Again, Dr. Russell wll perhaps give you a better
feeling of the |aboratory work that we're doing. W have sone
uni que capabilities for diagnosing respiratory pathogens of
i nportance to our deployed nenbers and to all of our active-duty
menber s.

W have a wonderful relationship with centers
around the country and a few that are outside of the United
States in respiratory disease surveillance and respiratory
di sease research projects.

So we're doing surveillance for viral pathogens,
which of inportance includes adenovirus, i nfl uenza, sone
surveillance for Goup A strep, for strep pneunpnia. There's a
pneunococcal vaccine trial, again, Dr. Russell wll speak of,
some pertussis work at a few of the basic training centers. It's
surveillance for respiratory syncytial virus, which is actually a
col l aboration with our colleagues in the United Ki ngdom

Again, the standard we hold ourselves to is to
publish in the peer review literature. These are sonme of our
recent products. W're also proud that the laboratory is CAP
certified, College of Anerican Pathology certified, since 1999
and that we're under consideration as a WHO col | aborating center.

That's nmy teamup on the hill there in Point Lona.

It's really a beautiful place to work and sone wonderful people
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to work with. I'mprivileged to represent themtoday to give you
this brief overview I'd be happy to answer any
guesti ons.

DR. OSTROFF: | think we have a minute or two.

Are there any questions?
(No audi bl e response.)

DR. OSTROFF: It's early. Captain Luz is here.

W switched the order so that you can do the
overview. Wl cone. Thank you for hosting the neeting.

CAPT. LUz Good norning, and we're certainly
honored to be hosting this group and this neeting this next few
days.

My apol ogi es. I had no idea that Point Loma was
an hour and ten nminutes away. Actually on the bridge there was a
four-car accident and sonebody actually pushed me during that
particul ar period, trying to get ne here early. So | appreciated
that as well.

Agai n, wel corme. I think a few of you are com ng
over to see us while you're here in town. Again, we're happy to
host you and wel cone you, again, to our facility over at Point
Lona.

You have a nore conplete version of this slide in
your packets, but | just wanted to take the opportunity to

address the other capabilities that we have outside of Point
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Loma. It's, again, in support of Force Health Protection and the
pillars therein.

Starting up in your upper |eft-hand corner, again,
the Naval Health Research Center San Diego is just part of, you
know, the |aboratories that are in support of operational nedical
research. You can see the DOD centers that Commander Ryan tal ked
about with her group.

We also have birth defects and the agent for AIDS
and the epideniological issues that we're confronting right now
in Africa. Conmander Schafer was actually a part of the SGs
lineup this nmorning, giving that brief. It's been a wonderfully
successful effort that's been continued with funding through DOD
as wel | .

In the Jlower left-hand corner we have our

el ectromagnetic radiation facility. That's at Brooks Air Force

Base down in San Antonio. Agai n, addressing such issues as
| asers for air crew-- we hope to get involved in the electric
boat that's comng out as well within the Navy. That's a very

capabl e group down there.

Continuing over to the Naval Aerospace Medical
Research Laboratory in Pensacola, Florida, they're doing anything
from trying to determne the best candidates for the aviation
curriculums and prograns down there to sound attenuation issues
and ot hers.

Moving up a little bit north of that, we have
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Wight-Patt Air Force Base, toxicology detachment there as well.

Then in the upper right-hand corner, all the way
up, is the Naval Submari ne Medical Research Laboratory in G oton,
Connecti cut .

We gave you a little nore conplete version of that
in your packet. | won't talk about that any | onger, just to show
you the versatility of the capabilities we have within the Naval
Heal th Research Center.

Again, we just wanted to put out on our web page,
we have a wealth of information out there for you. Pl ease di al
in, take a | ook.

I wanted to thank Commander Ryan and Conmander
Russell for all that they've done in helping put this together.
Again, welcone to San Diego. |It's a great tine of year to be out
here, as opposed to on the East Coast, for sone of you. | hope
you get an opportunity to enjoy sone of that while you're here as
well. So thank you.

DR. OSTROFF: Thank you very nuch. For all of us
it's a pleasure to be here.

I think what we're doing nowis we're noving on to
t he preventive nedi ci ne update.

Oh, I'msorry, return appearance by Comrander Ryan
first.

CVMDR. RYAN. Again, in the interest of the board,

I know they wanted to hear a little bit nore about two of our
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efforts here, the birth and infant health registry.

These are our collaborators. Toni Hooper from
USISis -- actually is in the audience. W're privileged to have
her with us today. Then our local research staff and several

consultants work on this project, Larry Ednonds from CDC, Dr.
Jones fromlocal UCSD and Dr. King fromthe Naval Medical Center.

The origins of the birth and infant health
registry go back to the senate conmittee on veterans affairs
recormendi ng specifically the establishment of a birth defects
registry for mlitary service menbers. This was back in 1998.
Again, there's sonme interest post-Gulf War for sone of these
efforts. Sone of the wonderful epideniologic work actually grew
fromthe experience of the Qul f War.

Justification for birth registries or birth defect
registries -- just quickly, birth defects are, of course,

extrenely common, nay be represented in 15% of all conceptions.

They're very costly. A quarter to a third of pediatric
hospitalizations are related to birth defects. They're the
leading cause of infant nortality. O course, they're

extraordi narily concerning.

Thirty-five states have birth registries or birth
defect registries or birth defect nonitoring prograns. Each of
those 35 states does the surveillance in a little bit different
way, but all of them have the sane concern.

It's interesting -- not everybody realizes that
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not all 50 states do this. |It's not an extrenmely easy thing to
do surveillance for and to do it well.
They' re very concerni ng things.

Cccupational environnental exposures concern both
parents and policy nakers and, of course, Departnent of Defense.
This picture from Life nmgazine brought it home again. It's
sort of a Qulf War interest, but this is a Marine with his son,
who has some severe congenital anomalies.

So what do we do in our birth defect surveillance
wor k? The popul ation under surveillance includes all Departnent
of Defense beneficiaries, which is really a very large unbrell a,
so anybody who receives health care under the unbrella of DOD.
We capture outconmes fromboth inpatient and outpatient encounters
in both mlitary and civilian facilities. The capability to do
this only becane realized in about '98, '99, which is one of the
reasons why we really didn't have a birth defect registry or
surveill ance program before that time. W're able to capture all
that data to create the denominator, which is all live births in
any given period of tine, and then the numerator, if you wll,
the outcone of interest are | CD-9-coded birth defects fromall of
t hose health care encounters.

W use the ICD9 code list -- it's nationally
recogni zed and created by the Centers for Disease Control and
Preventi on. Again, it's just ICD-9 coding, but it does allow

conprehensi ve capture of the outcones of interest. Wat we show,
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then, is the prevalence of birth defects diagnosed in the first
year of life for all infants born under the DOD unbrell a.

These are acronyns that show the databases that
are put together to do this. STR, SATR and HCSR are actually
dat abases that include all of the inpatient and outpatient
encounters both in civilian and mlitary facilities. Again, all
of that gets put together into the registry.

About  40% of babies are born at civilian
facilities -- I"'msorry, are born at mlitary facilities and 60%
are born at civilian facilities, which is why it's
extraordinarily inportant to capture the civilian health care
encounters under the tri-care system if you will.

There's conplex algorithnms that we have devel oped
to account for duplication and m scoding. W're privileged that
we have unique identifiers for all of our beneficiaries and all
of the infants born to our beneficiaries, but still there's a |ot
of algorithms that are necessary to |l ook at this data, to | ook at
t hem wel I .

How strong are the data on outconmes? Well, we do
active case validation at this large nedical center that's down
the road fromus, the Naval Medical Center San Diego. They have
about 3,700 births per year at that DOD facility. Again, this is
a mlitary facility. We | ook at every one of those births and
see if the ICD-9 coding is correct, so to speak. We find that

it's an extrenely strong correlation between the actual infant
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records and the I CD-9 codi ng.

This just shows you a little bit of this data.
Ni nety-three percent have conpletely natched records. Most of
the mismatches are slight mscodings. A classic exanple are sone
of the heart defects |'ve shown you down here -- patent ductus
arteriosis is one of those diagnoses that's nobst challenging for
all birth defect surveillance prograns because the I1CD-9 coding
doesn't do justice to the kind of things that are nmpbst concerni ng
to birth defects researchers, and we find the same thing that the
civilians state registries find which is that's the npbst comon
source of challenge in the data.

REAR ADM HART: What happened in '98 or '99? Was
it policy or technology that gave us this capability?

CVDR.  RYAN: To ny understanding, technology but
probably policy as well which drove that technol ogy. It's the
access to HCSR data -- Health Care Service Record data -- which
is all the Tricare data -- was not avail able before about '98 or
so.

LT. CO.. RIDDLE: In addition, sir, | actually
wor ked this policy. We funded from the P-6 research side of
it -- the feasibility of doing it, based upon the feasibility
st udy.

CVMDR.  RYAN: What we see in our surveillance
system is about 90,000 births per year to mlitary famlies.

Ni net een percent of those babies are born to active-duty nothers,
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and the rest are born to other beneficiaries, either dependent
wi ves or other beneficiaries.

The basic denographics we see is relatively young
popul ation with nmean maternal age of 26 years and a racial
distribution that looks a little bit like the rest of the
Department of Defense and not unlike the rest of the United
St at es.

Sponsors are spread out much like the rest of the
Department of Defense wth nmostly Army and the smallest
proportion com ng fromthe Marine Corps.

It's interesting that we can see DOD spnosored
births in all 50 states, whether there are mlitary facilities
there or not, and that's because, again, the civilian facilities
are captured, and then we see births, of course, in foreign
countri es. There's nore than 2,000 births per year in Gernmany
and Japan, and then those are the largest states where we
actually get data fromthis well.

What's cool about the birth defect registry and
the Department of Defense is that we can link these data to
things |ike occupational code, past duty station, past
depl oynent, some occupational exposures of interest that are not
necessarily easy for our nonmlitary counterparts to do, so we
can actually say quite a bit about nmaternal and paternal
exposures in the birth defect cases, and these are the attributes

that nake our system very attractive to CDC and the states who
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are doing birth defect surveillance.

This is a graph just to give you an exanple of
sonething -- it's a little bit before the birth defect registry,
but this is birth rate in the mlitary facilities anong active
duty, and what it shows is a little baby boomafter the Gulf War.
In fact, right after '91, there's a little baby boom and then
the rate goes down.

This also illustrates that, if we could fill in
the data, we woul d assune that the HCSR data or the Tricare data,
the civilian facility data, actually makes up for a lot of that
gap, if you wll, in birth rate. There are nore births at
civilian facilities now than in the past decades.

So what do we see overall? W actually contribute
to the annual national birth defects prevention program that 35
states contribute to, so in a way we're another state, if you
will, and we see a prevalence of birth defects overall in about
three to four percent of live births which is very consistent
with civilian data.

The nost comonly diagnosed defects are, again,
some of the heart defects and hyperspadi as epispadius which is
al so very consistent with our civilian counterparts.

It's inportant to talk about the linitations when
we talk about the surveillance system and it's the sane
[imtations that others who are doing the sane kind of registries

or surveillance systenms have to deal with.
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Qur surveillance is limted to live births, so we
can't capture birth defects on early pregnancy |osses, abortions
or stillbirths. In those instances, the denom nator would be
pregnancy instead of births which is extrenely hard to capture,
and again this is an inportant limtation, but in terns of
conparing data overall or conparing it to our peers, it's not a
f atal limtation because that's really what all of the
surveill ance systens are able to capture.

And it may be the tip of the iceberg when we think
about teratogens, but it's an inportant conponent to be able to
fully capture the data on live births.

We can't capture anything diagnosed after one year
of age, and this is inportant because certainly the diagnosis of
devel opnental disabilities, autism and so on are becomng
increasingly inportant and not di agnosed before one year of age.

The ICD-9 codes can't describe everything we'd
like them to. They don't describe well constellations of
def ect s. They don't describe well severity of defects, and
really it takes a lot of chart review and case validation if you
really want to | ook closely at those defects.

So we're linmted to sone extent when we |ook at
t hese el ectronic data.

And, again, the active case validation at Naval
Medi cal Center nmay not represent the entire Departnent of Defense

or our civilian facilities that we're interested in. So that's
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an inportant limtation as well.

The value, though, of the system is that the
system does conpletely capture the data we intended it to
capture, and our ability to link again to environnental and
occupational exposures is really an exciting attribute.

W do think that the system conplenents our
civilian counterparts doing this kind of public health research
and surveillance, and we've been very well received by those
fol ks who are doing this kind of surveillance.

That's the sublink on the website to the birth
defects or birth and infant health registry page which is easily
found on the NHRC website.

I'd be happy to answer any questi ons.

DR. OSTROFF: Thank you. Dr. Berg?

DR. BERG Bill Berg. Megan, as you've alluded
to, the validation of the birth defect coding is critical, and
you pointed out that just because it's accurate in San Di ego does
not nean it's accurate el sewhere.

Is it possible that the accuracy in San Di ego has
increased -- the scrutiny that you conducted it to -- which m ght
speak a little bit to the accuracy reporting el sewhere? In other
words, how | ong have you been coding -- scrutinizing the coding,
and has it gotten better over that tinme?

CMDR.  RYAN: We have that concern, about whether

or not we have influenced the coding in San D ego. We don't
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beli eve that we have. We call it the prime directive, if you
will, the noninterference directive.

So we do our work as invisibly as possible at
Naval Medical Center-San Diego, and the one full-tinme extractor
we have there is literally in the basenent of the hospital,
|l ooking at records -- he's not able to interact with the coders
or the people who put in those ICD-9 codes into the STR system

So we don't believe that we have influenced it.

The other thing that makes us feel good about that
isinthe feasibility study that Colonel R ddle alluded to -- the
kind of agreement that was found there which was in the very
genesis of the birth defect surveillance systemis the sane that
we' re finding now

So Naval Medical Center may be doing a great job;
we don't think we're influencing the great job they're doing, and
we know that it may not represent the rest of DOD or the civilian
facilities.

DR. BERG  What happens if your extractor finds a
significantly different coding than the -- it stays in the
record.

CVMDR. RYAN: That's correct. Yes, nma'an®?

DR LEMASTERS: G ace Lenasters. Il want to
conment on a very intensive effort | know this setting nust take
to acconpli sh. I was just wondering -- it appears that you're

gearing up for sone analysis, and | was wondering what are your
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first occupational analysis exposure groups. Have you made any
deci sions al ong that line?

CVDR.  RYAN: W have -- one first study is the
linking of Anthrax vaccine to birth defects outcones anong
active-duty wonen who received Anthrax vaccine, and sone of the
board nmenbers have already been involved in discussions of this
work which is fairly interesting.

I may leave it to Dr. Ostroff to see if we want to
digress into talking about that. It's been a fascinating
anal ysi s.

And then | spoke to you, ma'am about a year and a
half or so ago about jet fuel exposure, and it's still an
interest or ours to use the jet fuel-exposed occupations as
sonmet hing of interest and analysis in looking at the birth defect
out cones.

So we have that ability, and it's really an issue
of which things rise to the top in terns of DOD priorities and
obj ectives, which things may get funded in conpetitive research
grants that we may put out, as things that we want to | ook at.

The Anthrax vaccine issue was not one that was
funded by a conpetitive grant. It was just of such high interest
to DOD that we were asked to specifically make that a priority.

DR. RUNYAN. Carol Runyan. |'mcurious to know if
the registry is also capable of tracking other outconmes besides

birth defects. |I'm of course, particularly interested in traunma
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and perhaps issues of child abuse.

CVDR.  RYAN: It's a fascinating question. e
actual ly have one spin-off study, if you will -- it's not so nuch
a spin-off but a conplenentary study on infantil e neopl asns.

We think neoplasns, like birth defects -- there
are sort of major 1CD-9 codes that are relatively consistent and

easy to capture. Now, there's not a lot of civilian counterparts

for doing infantile neoplasm surveill ance. There's certainly
chil dhood cancer -- is of great interest.
W have a little nore trouble wth childhood

cancer because of the denominator's so moving for children
and -- under the DOD unbrella. Children conme in, and children go
out at all ages of chil dhood.

But infants -- that first year of life is
relatively stable, so we're doing sonme basic surveillance in
infantile neoplasms -- capable of getting anything that
is-- right nowin the first year of life is our linmt in terns
of the data we're collecting, but yeah, trauma, any other outcone
of interest would be in there.

DR, RUNYAN: Do you know if the data are e-coded
as well as having diagnostic?

CVMDR. RYAN. E-coded -- |I'msorry?

DR. RUNYAN: E-code is external cause of injury.
Ri ght ?

AUDI ENCE MEMBER: They're not.
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DR. RUNYAN: They're not.
(Side discussions in audience.)

CMDR.  RYAN So there are sonme V-codes for
procedures and so on, but not that degree of granularity.

DR. NESS: Roberta Ness. W've actually discussed
these issues -- the Anthrax and birth defects, and | wondered
whet her there had been any discussion at any point in the
creation of this database with regard to the collection of
bi omar ker data on even a subset of the infants born within the
DOD.

CVMDR. RYAN: Not so far. There's not any sort of
set system to collect either blood or sera or sonething on
i nfants or placenta sanpl es.

It certainly could be witten in as protocol in

and of itself, but there's no archive or ability to do that right

Now.

We do have -- we do nake use of a sera repository
for active-duty nmenbers. Cccasionally in studies when we have
sera drawn annually for HV testing -- gets kept in a sera

repository, and that's been a wonderful asset in |ooking at
things retrospectively like hepatitis-C and so on in the
Department of Defense.

So for parental archives, there nmay be sonething
t here, but not for -- there's no archive of infantile

bi ospeci nens.
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DR. NESS: Even if there are maternal data, there
may be sone opportunity to do sone creative matching which may
enhance the validity of sone of the exposure nunbers.

CVDR. RYAN. Absol utely.

DR OSTROFF: O her coments? I  have one
guestion. Is there any thought being given to validate the type
of validation here in San Diego and anywhere else -- even on a

periodic, if not ongoing, basis?

CVDR. RYAN: Yes, and it's been an
increasingly -- a topic of increasing interest to do the
validation at other facilities. It takes sone work to get into

the facilities to do this work.

W have a letter from the admiral at the Naval
Medical Center-San Diego that gave us sort of a five-year
perm ssion to | ook at records. It's certainly not easy to | ook
at medical records, civilian or mlitary.

So it would take some work to get in the door, and
we're | ooking at that now, but whatever door we get into, we want
to pick one that's inportant and fruitful, and it would seemlike
a civilian facility would be nice to really look at, but the
civilian facilities are sort of onesies and twosies, if you wll,
conpared to the mlitary facilities for births. There's so nmany
civilian facilities where births -- DOD births coul d happen.

So it's going to take sone --

DR OSTROFF: And there's also the issue of the
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overseas births --

CVMDR. RYAN: Exactly.

DR. OSTROFF: O course, there's depl oyed
personnel -- and there's always the issue about whether or not
they have the risk factors --

CVDR.  RYAN: Ri ght, and the overseas births -- it
actually can be conplicated, too, because many high-risk births
in menbers overseas are born in the United States.

When we look at birth defect prevalence in the
overseas hospitals, it's rmuch lower than in CONUS -- than in the
United States because, of course, many high-risk pregnancies are
sent back to the United States to give birth.

So the location of birth may not represent the
| ocation of pregnancy or conception or exposures of concern.

DR  OSTROFF: O they may not be coding them
right.

CMDR. RYAN: That's true.

DR OSTRCFF: Thanks.

CVMDR. RYAN: Thank you, sir.

REAR ADM  HART: Megan, you nmentioned the
[imtations of the birth registry. Do we just accept that as a
fact of life, or do we need to address it? Do we need to |essen
those linitations?

CVMDR. RYAN. The prinmary limtation that all of us

struggle with in birth defects research is this issue of only

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



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

38

knowi ng about live births, and epidemniologically we accept that.

To get the denomnator to be pregnancies is an
enornous anount of work, and you can do that in focused ways in
cohort studies. It's an enornmpus anount of work. It's a very
di fferent epidem ol ogic surveillance system

So the first one, you accept.

D agnosing things after one year of age in the

Department of Defense would be very difficult. As | was alluding

to, children -- anytinme we nake the denom nator bigger than about
12 nonths of age, children cone in; they go out; it can be very
conplicated. So we -- if you're worrying about some exposure to

children, you know, that nmay happen after birth, it can be very
difficult.

So in the Departnent of Defense it's going to be
difficult for wus to do good epidemologic research on
things -- in children in this kind of surveillance system after
one year of age.

But then, again, we're still consistent wth
civilian registries when we say birth defects -- the congenital
anomal i es are di agnosed before one year of age.

And then the other things, we can work on by doing
the validation work at other facilities, just what Dr. Ostroff
sai d.

So the last two bullets, | think, we can work on,

yes. Yes, nmm' anf?
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DR. LEMASTERS: Conmander Ryan, just one -- Grace
Lemasters -- | was wondering -- at least on a subset if you m ght
be able to do sonething with the first itemif you got a fetal
death certificate and stillbirth certificates -- maybe not across

the plane but on the group that you would have a lot of control

over.

It seems like with fetal death certificates and
stillbirths | think, after 20 weeks of gestation, there's
supposed to be a fetal death certificate. You might capture a

ot of inmportant information.

CMVMDR.  RYAN: That's true, and in substudies we
could do that, and the states try to do that. States have
different abilities to capture death certificate date.

As you said, the fetal death certificates exist to
varyi ng degrees of coding and granularity in terns of diagnoses
on those death certificates in different states, and so -- but
you're right; there's roomthere for substudies.

DR. OSTROFF: We'll take one nore question, and
then --

DR. MALMJUD: Are DOD hospitals as yet doing
neonatal screens for deafness? |If so, is that considered on a
birth certificate?

CVDR.  RYAN Yes. Do we -- mlitary facilities
follow the sane standards as civilians in terms of the auditory

assessnent of newborns, but no, it's not considered a congenital
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anomaly or defect in the ICD-9 |ist.

There are many things, actually, that aren't in
that list, and | didn't include that as a linmitation because the
list is what nmakes us consistent with the state and CDC
surveillance prograns, but things I|ike congenital heari ng
loss -- if there's no physical anonaly of the year -- are not
actually on that list.

So there are some things that are quite concerning
that are not on the list, but the Ilist 1is congenital
mal f or mat i ons.

DR. OSTROFF: Keep goi ng.

CVMDR. RYAN. Al right, thank you, sir.

The nillennium cohort studies -- another |arge
effort in our group -- really, the largest effort in our group,
and |'m privileged that ny co-investigators -- several of them

are in the audience and -- Dr. Gay on the board today -- Dr.
Amoroso, Dr. Hooper in the audi ence today.

The m |l ennium cohort study evolved fromissues of
the @ulf War. After the Qulf War, there were multiple review
panel s, registry evaluations, over a hundred mllion dollars in
research, risk managenent program by the Ofice of the Special
Assi stance for @ulf War Illness, and overall an expense of nmaybe
a billion dollars from the governnent to these efforts of
addressing @Qulf War-rel ated health concerns.

And the origins of the mllennium cohort study
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grew nore specifically fromthe Strom Thurnond Act, the defense
aut horization bill of 1999, where specifically it was recogni zed
that only a longitudinal study -- a prospective study -- would
really be able to evaluate all of the issues of concern of our
depl oyers.

And o) in this aut hori zation t hey said
specifically we should do this |ongitudinal study.

Then there was an Institute of Medicine report
that we also recognize as inportant in the origins of the
m | | enni um cohort, and specifically they said to capitalize a new
and planned DOD surveillance and other data in the data systens
growi ng by | eaps and bounds in the decade after the Gulf War.

W could nake use of these data and begin a
prospective study and for the first tinme actually neasure the
i npact of depl oynent.

Sort of a pictorial -- 1 think we've used this

from the Ofice of the Special Assistance for @lf War

I[I'lness -- in terms of describing what does a |ongitudinal health
study nean? Well, it means sort of fromcradle to grave, if you
will, following our folks in the mlitary, from the tine they

cone in or just before they come in to even after discharge and
all of the things that happen to them in between. If we could
capture all of those data well, we could really say sonething
about the inpact of all of those exposures on people's lifetine

inthe military and afterwards.
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The nmethodology of the mllennium cohort is to
enroll 100,000 nmenbers which is about three percent of the
mlitary personnel who were on duty in October 2000, hence the
nane "mllenniunt, and to enroll themin a study that would be
just over 20 years, every three years, to survey them to have
them fill out a survey which was their self-report of functiona
status and health status, and to link those data to inportant
out cones

The schema that you see there is how we enroll so
there is an introduction and then this is a nodification of
Dillman methods, of surveying folks so we nail out with an
iteration of a series of mailings to try to enroll people in the
survey.

And then in 2004 and 2007, we'll enroll nore, so
we' |l begin with 100,000 just this past year -- the begi nnings of
the enrollnent began in 2001, and 2004 and 2007 -- there's an
effort to get an additional 20,000 nmenbers which will represent
younger people or newer people in the nilitary in those years
because we'll be a little bit overrated into older folks fromthe
mlitary in the original cohort.

And this is a little bit conplicated schena of how
the enrollnent was determined. So there's a little bit of extra
wei ghting to nmake sure we have an adequate nunber of wonen and an
adequat e nunber of reservists and an adequate nunber of people

who have a past depl oynent history to Southwest Asia or Bosnia or
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Casbo (ph) in the original cohort.

So it's a stratified random sanmple of fol ks who
were on active duty in 2000 in the original invitation to join
the cohort.

So the survey instrunent itself includes standard
nmeasures of functional status and health outcones and health-
rel ated behaviors, and we can link those data to inportant things
like denographics and depl oynment history to occupational
exposures, to imunization data, outpatient care, inpatient care,
reproductive health data -- again, alluding to the birth and
infant health registry -- some disability data and nortality data
after service through the VA system

How do we get people to enroll? Vell, we're
working very hard on this, and in the initial stages of the
survey a lot of the work has gone into enrollnent, so we
pretested the survey with focus groups. W made a very sinple
mar k- sense questionnaire; we tel ephone-interviewed nonrespondents
to see what made people not respond so we could reduce the
nonr esponse bi as as nuch as possi bl e.

We have a toll-free nunber that people call wth
guestions, and we have incentives -- the T-shirt incentive has
been especially well received; | have a few sanples that |I'm
happy to give you, and we have a website that allows people not

just to get information but to conplete the questionnaire over

the Internet which nakes it easier for folks; it's not a short
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guestionnaire; it's as short as possible, but it's not extrenely
short, and so the website is actually the quickest way to
conpl ete the questionnaire for people who enroll in the study.

Where are we now? Well, we conpleted the pilot
study in the spring of last year -- alnpbst a year ago, and the
full survey was launched -- or the full study, if you will, was
 aunched i n August of 2001, so we're less than six nmonths or just
about six months into the mailing cycle.

We have alnost 50,000 respondents; we're al nost
hal fway there. Sevent een thousand have responded over the
Internet, which is exciting for wus; it's actually very cost-
saving for us as well for people to enroll over the Internet.

We've had only 2,700 who specifically declined.
We have 29 people who were invited who were actually deceased.
We track that closely so we don't nail to people who have passed
away.

We actually had several people who were invited
into the study and were victinms of the Septenber 11th attack on
t he Pentagon, and we took great pains to make sure that we did
not send any mailings to those folks after the initial
invitation.

Septenber 11th was inportant in another way, and
that's when we drew an expected enrol |l nent curve, after Septenber
11th our enrollnent was narkedly |ess than we would have |iked,

and we think it was because of Septenber 11th and the outcones
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after that -- people depl oyed, people noved, people had different
priorities -- mail was narkedly slow. W' ve had people who have
just received surveys that we sent themnonths ago. So it really
was quite an inpact to have the Septenber 11th tragedy happen
this year.

The oversight of nanagenment of this study is
really a -- very privileged to work with all of these fol ks and
t he expertise that we've been given.

Dr. Foster, DDR&E, funds the study, and we get
external consultation in designing the protocol.

Anerican Institute of Biological Science does
external peer review on the original study and an annual peer
review on how we're doing. W have a specific scientific
steering and advisory committee made up of Actim ssions (ph) as
well as Veterans Service Organization representatives, and the
research working group of the Mlitary and Veterans Health
Coordi nating Board al so provides an oversight.

And these are the Ilist of +the specific co-
i nvestigators that I'mprivileged to work with.

That's the neeting of the Scientific Steering and
Advi sory Committee last year, and we'll be neeting again this
spring.

And this -- a little bit of pictorial of how we're
doi ng and what we're doing.

The mllennium cohort 1logo -- | don't know if
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you' ve noticed our logos, but | have quite a few creative people
who work in nmy group, and we've never paid for artwork because we
have so many creative folks in our group, and Bay Senuchi (ph)
actually designed this for our team

That big warehouse-looking place is a big
war ehouse that is actually packing piles of surveys, and all of
the white things you see in the room are papers that belong to
the mllenniumcohort mailing. It's just a massive mailing when
you mail to over 100, 000 peopl e.

That's one nmailroom that you see in the bottom
corner there with some of ny teamwith stacks of mail, and then
that's a picture of some of ny team nodeling our T-shirts

This is just a little bonus slide showi ng website
enrol I nent after each invitation, if you will, after each nmailing
has gone out.

You can see our very |ast mailing over
there -- we've had a nice spike after -- so the -- perhaps
Septenber 11th was affecting us, and we may have recovered to
some extent; we've increased sone incentive work and |ooked at
other strategies to potentially increase our enrollment, but it
may take us a little longer than planned to get to our hundred
t housand enrollees, but we will get there.

And that's all I've got on m || ennium cohort.

DR. OSTROFF: Thank you so nuch. It's really a

fantastic effort. Let nme open it up
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DR. W NKENWERDER: I have just a question and a
couple of comments -- just so | understand -- was the millennium
study devel oped in response primarily to concerns around the Qulf
War, or was it nore broad-based?

CMDR. RYAN. The Qulf War was the notivation for
this study, but the concern is that deploynents and other
exposures that the mlitary has will -- we will be faced with the
same questions that are so difficult to answer from the aulf
War -- that is, were these exposures things that caused people to
be sick or to have chronic nulti-synptomillnesses so that -- we
won't be able to answer a lot of questions for GQulf War depl oyers
but rmuch nore for future depl oyers.

DR. W NKENWERDER: But it is meant to answer
sonme -- possibly sonme of the questions associated with the aulf
War .

CVDR.  RYAN: Yes, it may, because the people
invited into the survey -- many of them include @lf War
vet er ans.

DR W NKENWERDER: CGood. And just a couple of

conment s. First, just on the millennium study -- when | first
cane to know about this -- not that long ago -- a couple of
nonths ago -- | was delighted to hear about it because it's a
| andmark kind of study -- very inportant, | think, to the

departnent and will be for years.

The fact that people don't know much about this at
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this time -- only tinme will show that this very inportant study
that will produce information for at |east the next couple of
decades -- so | commend all those involved with it, who work on

it, to make it the best possible study process.

And secondly, | just wanted you and others to know
that | aminterested in finding answers to Gulf War illness. W
in the departnent continue to be asked about that and continue to
ask to testify to Congress about this issue and have indicated
that | want to pursue this agenda.

That said, | would like us to -- and | would
support continued efforts that are focused on high areas of
opportunity, so | think it's incunbent upon us to neke sure that
research is targeted on to issues where we think we might get
answers.

And at sone point in the future, | think it mght
be valuable to have statenents that have not been in the past
conmented upon -- some of the sort of larger issues of the Gulf
War il ness.

I think we need in that independent voice -- the
Institute of Medicine provided some of that, but we need that.

As | think sone people know, there's a small arny
of others, researchers, sone funded by private citizens that are
determ ned that there are answers there that we're not finding,
so | think it's incunbent upon us to search agenda and to mnmke

statenents to the best of our knowledge from a scientific
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st andpoi nt .

And so whether there's association between service
and illness or not. Thanks for all your work.

CVMDR. RYAN. Thank you, sir. Yes, ma' an?

DR. LEMASTERS: Grace Lenmsters. Commuander, as an

epidemologist, | can fully appreciate having sent out 5, 000
letters -- what it nust be like to do 100, 000. It's mnd-
boggling, actually, but | was thinking about your incentives and

what we found to help increase response rate, and some research
has shown that just enclosing a small cash incentive in your
letter, sort of hooks the person into being a part of it, and I
just wondered if you'd tried a cash incentive to increase
response rate.

From the literature, it's pretty clear that that
real ly hel ps.

The other thought | was having was -- is there any

way that you could use this mllennium data to cross-validate

some of the findings of births and a birth cohort -- do you list
any births, for exanmple -- are you asking about births anmong the
women in --

CVMDR.  RYAN: Yes. Let me answer the births
question first. There are questions in the survey that

particularly address pregnancy, and so that would be a wonderful
way to collect a denom nator of pregnancies in a subset of the

cohort or in the cohort, so absolutely there's every intention to
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| ook at reproductive health outcomes as a part of this cohort.

Cash incentives -- hotly debated anbng our co-
i nvestigators and research teans. W do know that it would
likely help us to put cash incentives in the surveys, and |I'm
sorry if | didn't recognize Dr. Anobroso before as a co-
i nvestigator in the audi ence, but he's been wonderful in terns of
helping us to figure out best ways to enroll people in the
survey.

The Institutional Review Boards and sone policy
makers in DOD have said you can't do that with active-duty
people -- entice people with cash. We're not so sure that we
can't, but because of the challenges in getting over those

hurdl es of fol ks who thought that it nmay not be appropriate to do

that with active-duty folks -- it wasn't included in the first
round of inviting people in the survey. It may be sonething that
we do add as we need to entice people to enroll in the cohort,

especially for a 20-year commitnent.

DR HERBOLD: John Her bol d. I"m rem nded of a
report of a former board nenber in 1985 -- Dr. Paul Densin -- the
report that he gave me, | have a copy of it -- 1941 UMED report
on the need for vital statistics, long-termfollowup of folks in
the mlitary setting.

So ny question to you, Megan, might be a little
bit unfair, but this is a fantastic study, but it's termed as a

study -- it has an end date, 2002 -- the studies that |'ve been
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involved in -- nmlitary have started and stopped -- do you think
there's any possibility that at sone time this would becone part
of the practice of occupational nedicine and occupational health
and it would becone institutionalized in the operational
funding --

CVMDR. RYAN. Maybe that's a hard question for ne,
so -- | still intend to -- when the study is conpleted -- you
know, in ternms of operationalizing, the recruit assessment that
we'll talk about tormorrow is one of those issues that likely will
operationalize the collection of this self-reported data that
we're interested in longitudinally, but right now there's not a
current protocol on the table or policy on the table to
operationalize collecting this kind of periodic data on all our
forces except perhaps for maybe the HEAR surveys -- that's the
health pronotion, health assessnent surveys, but they don't go
past service; they don't go past people getting out of the
service, which is a feature of this cohort -- Fram nghamstyle
cohort study which doesn't recognize a linmt when people get out
of the service.

So to answer your question, | think there's a |ot
of folks with those concerns that we need to operationalize sone
thing -- sone pieces of this as what we will always do with all
of our folks. Yes.

DR, OSTROFF: W have tine for one or two nore --

DR CLINE: Barney dCine. I'"m trenendously
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impressed with the scope and the promise of this study, and I
have one specific question about serum repository because it
seens to me that could be exceedingly valuable in the | ong run.

Could you tell us a little bit nmore about that,
and is that going to be linked? | understand the H V screening
is the driving point for the serum repository, but how does that
link in with this, and are there plans for |ongitudinal and
prospective collection of serumand banki ng?

CVDR.  RYAN: The serum repository resides in the
Washi ngton, D.C. area, just north of D.C., and it is sera that's
collected as -- because of HV screening, so the sera that we
have drawn when we get HV testing close to annually is saved in
this repository, and we have access to it for protocol-driven
studies, so right now there's not a protocol on the table where
specifically we're going to take those sera and do sonething to
link themto the ml|lenniumcohort data, but absolutely those are
things that are discussed as future protocols.

The linmt of the sera repository is that it ends
when people get out of the service, so there's no biologic
speci mens after that.

And right now there's no part of the mllennium
cohort that would specifically ask the invited participants to
give a biologic sample outside of the sera repository that they
do for the HHV work, but it's possible.

If there was an inportant question down the road,
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then a subset of the study could be invited to give a biologic
speci men or have a physical exam

Currently, there's no protocol on the table, but
we do recognize that as a possibility as we go forward.

DR OSTRCOFF: Last one.

DR, PCOLAND: G eg Pol and. My question -- it was
actually very simlar to that and extended beyond sera but also
DNA sanpl es.

I woul d urge you -- if there's any way
possible -- to begin building those bridges, thinking about ways
that that would happen, that would nake this, | think, the nost
power ful prospective dat abase bar none -- anywhere in the world.

The second question | had is it looks |like you're
going to get at some health outconmes and health-related
procedures, and | recognize you have to be a bit careful with it,
but are you going to be collecting any MWI-like data or
i nstruments that m ght give us hints or indicators for post-
appoi nt nent breast illness?

CVDR.  RYAN: Yes, and actually a |arge conponent

of the survey part is on psychol ogical issues, especially PTSD

i ke issues because that's a concern for deployers. It's not a
full MWI, and there's -- you know, it's sort of the limt of
time and space to do those instruments well, but there are

actually quite a few psychol ogical-related questions, and the

SF36-V which is functional status and so on folks -- interesting
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out cone that we have put in there because that's something in the
mlitary that's been used quite a bit to assess functional
st at us.

DR OSTROFF: Thanks very nuch. One last, |
guess, coment or question for you. When you're talking about
trying to link this longitudinal data to potential exposure such
as imunizations, et cetera, et cetera, to sone degree that's
dependent on how valid those databases are, and |'m wonderi ng,

knowing that what we're learning is that some of these

potentially significant -- whether or not we're going to be able
to do that -- | don't know if you want to comment on that.

CVDR.  RYAN: Well, | conpletely agree. Some of
the databases, | think, are extrenely strong -- like the
hospitalization database -- the outpatient care database is

becom ng strong, but | wouldn't rely on those data back in about
'96 or '97, but in the -- they're beconing stronger every year

The inmmunization database is also growing in
strength and validity. You know, it previously only had Anthrax
vaccines as part of the database and in the future should have
all vaccines. So there's degrees of confidence that we have in
the different databases, and every one we nmake use of, we need to
bring in those experts absolutely and understand the linmitations
of what's in those systens.

DR. W NKENVEERDER: | just want to nake one other

conment to the suggestion about -- that you weren't quite
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confortable answering regarding the future of this kind of work

and whether it ought to be an ongoing thing. | think the answer
is yes, from ny view, and | believe that we've crossed a
threshold in the last few years -- it's hard to pinpoint exactly

when that threshold was crossed to the point that the way we | ook
at deploynent and issues that arise with respect to people's
health and our ability to collect the information and to assess
what, in fact, mght have happened and neke associations and
thereby inprove the protection of those individuals in the
future.

I think it's really turned a corner and it's
i nproving because of inprovenent of the databases, various
di fferent pieces and conponents in the infrastructure that's now
in place to study the issues.

And without that, | think we couldn't be doing
these things, so it's a lot of different pieces pulled together.

My sense is that -- not to suggest that |'m about
to do this -- but that, if we went forward to Congress and -- you
know, with a thoughtful, coherent plan and said, "W really need
to make this part of a longer-term schene,” that we'd probably
get a lot of support for that.

My belief is that people realize now we have the
capability to do this and do the work effectively and thereby it
ought to be just part of the way we do business, so I|I'm

optimstic -- if that's the track we're already on, it's just a
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matter of formalizing it.

DR. OSTROFF: Let ne commend you for all of your

presentations and for the really -- | think speaking for all of
the board -- tremendous work that you do. I think you're a
credit to the Navy and Department of Defense -- | really thank

you for both hosting it and for what you're doing.

I think nowit's time to nove on to the preventive
medi ci ne update so we don't get behind. Let's just get into it.

Colonel Diniega is not here at this neeting. He's
in Atlanta at the ACIP, and so we have Major Balough is going
to -- are we out of sequence?

(Side di scussions.)
DR OSTROFF: Okay. He's going to give the first

presentation.

MAJOR BALOUGH: Good norni ng. I"'m Major Brian
Bal ough from the joint staff, and this is unusual. I've got to
thank Colonel Riddle 'cause wusually 1'm the last preventive

nmedi cine representative to go, so instead of getting eight
mnutes to talk, | usually get about 30 seconds.

So I'mgoing to try not to shortchange ny fellow
officers who all outrank ne, but anyways (sic), |'ve got six
slides; I"'mgoing to try to focus on three of them talk about
sonme current issues which is really what the joint staff focuses
on.

This is a significant effort that the first bullet
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tal ks about. W had a Decenmber '98 meno that talked about
depl oynent health surveill ance. W spent the last 14 nonths
rewiting that.

I got to lead that -- now, that effort wasn't
solely nmy acconplishnent. A lot of the officers that are in the
room-- Captain Yund, Colonel Gunzenhauser, Colonel Wodward,
Conmander Ludlow -- or Ludwig -- they spent a lot of tine
updati ng that neno.

And what we did is update all of the requirenents.

It includes the pre and post-deploynment health surveillance
forms that have to be filled out.

Probably the nobst significant aspect of that form
was the environnental appendix which in the '98 nmeno had about
one paragraph. In this nmenorandum there is an appendix that's
ei ght pages. So that was probably the bi ggest change.

e updat ed some ot her things -- it
includes -- with HV and TB.

We're working right now with Health Affairs on the
| &D protocols for small pox and botulism Those are in staffing
ri ght now. The suspense -- we've nissed the suspense on when
we' re supposed to get those coments done, but we're anticipating
the service is getting back to us the rest of their comrents
sonetine this week, and early next week |'Il hopefully finalize
and get the information back up to Health Affairs.

What | want to focus on in the next two
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slides -- this slide focuses on Operation Door on Freedom the
operations in Afghanistan, and the next slide focuses on
Guant anano Bay.

One of the nice things that happened as we were
going through the rewite of the Decenmber '98 neno and we were
staffing it with the conbatant conmmands, very tinely because
CENTCOM which is the sync that runs COperation Door on Freedom
took all of the requirenents that were in the rewite neno, even
though it hadn't been signed yet, and they incorporated those
into their operational planning. So that was great -- that was a
very big initiative and undertaken from CENTCOMto do that.

They've got a very robust health protection plan.
Their appendi x for preventive nedicine is about 20 pages | ong,
which | haven't seen before. That was a very good undertaking
t hey did.

Sonmething that is working very well is, as CENTCOM
noves throughout the theater and they have identified new
| ocations where they want to put forces, they wll coordinate

with AFMC -- the Arned Forces Medical Intelligence Center -- to

do -- to gather the intel assessnent, what's there, based off
i ndustrial hazards -- what's there -- any of the intel that they
can gat her.

That information is all going to CHPPM U.S. Arny
Center for Health Preventive Mdicine -- and they've been doing

i ndustrial health hazard assessnents, so they're taking that
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information, raw intelligence, analyzing it; that's going back to
AFM C. AFMC -- or not AFMC -- CENTCOM is placing that on their
websi t es.

So all of the commanders that are out in the field
on the classified web system can access that information, both
from AFM C and both from CHPPM

Then we've got the deployed preventive mnedicine
unit which is going in and revalidating all of the infornation,
updating it and incorporating that in.

So fromthat aspect, we're doing a very good job.

They' ve got the pre-depl oynment and post-depl oynent
requirements. We've had -- last count -- last tine | talked with
Col onel Rubertone (ph), they had about 20,000 fornms -- the pre-
depl oynent forns filled out or received.

The problem they were getting is all of those
forms were going to the Brentwood facility which kind of slowed
down all the mail, but hopefully that issue's being reconciled.

And they're doing weekly DMVBI surveillance.

The joint staff meno requires weekly DMBI
surveillance; they're doing that. AFEIRA is the one who's
anal yzing all of that data for CENTCOM

Now, typically, all of that data would have to go
to the Arny Medical Surveillance Activity and incorporate it into
our |large database; however, the problem we have wth this

current operation is that data is classified. AMSA can't handle

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



http://www.nealrgross.com

10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

60

cl assi fi ed dat a.

They're going to solve that because about 60 days
after the operation's done the data will be declassified, and all
that information will be pulled in.

But if we need any information on current trends,
we can go to AFEIRA, and they will do that.

And right now -- unless one of the other
representatives have better information, there's been only one
potential case of a paratyphoid case, and everything else is just
what we would expect to see, so we're not seeing any unusual
trends.

This is GQuantananpo Bay, and Captain Yund is going
to be tal king about the fleet hospital we have down there, so I'm
going to not focus on that.

But what SOQUTHCOM is doing is they've incorporated
the requirements for the joint staff nemo also. A lot of focus
has gone into protecting the flight crews and the guards that are
taking the detainees from Afghanistan to Guantanano and then,
once they're at Guantananmp, and making sure that they've got
proper protection to prevent mainly spread of TB.

They' ve got guidance that they put; they' re given
protective equipnment, requiring TB screening tests, three to
twel ve nonths after they've conpleted their operation.

They are also doing the nedical surveillance.

Now, because this is a fixed facility, nost of their
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environnental surveillance is being focused on the entonology
aspect. They've got -- the water aspect is already pretty well

t aken care of.

The next two slides -- these are just the DMBI
slides that SOUTHCOM gave us -- | can't really go into detail.
Probably the significance is this -- the ones for the detainee,
and we see how -- they started out at about 40 percent, and

they' re down around 40 percent as they're getting i nproved health
care.

And then the next one -- this is the rates for
task force that's down there supporting the operation.

And | told you I'd keep it under eight mnutes.
Are there any questions?

DR. OSTROFF: Questions?

REAR ADM HART: Short questi on. Is this data
being reported consistent with or matched with the data for the
m | | enni um cohort study and other kinds of data we're collecting?

MAJOR BALOUGH: | can't tell you that, sir. I
don't know.

REAR ADM HART: Havi ng been on the operational
side, one of the frustrating things that |eads to poor response
rates is duplicate, triplicate, quadruplicate kind of reporting
requirements of the data inputters, so | was just wondering.

MAJOR BALOUGH: The pre and the post-depl oynent

forms -- they're two-page forns. They don't ask very many
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guestions, and basically on those forns, if you answer "yes" to
certain questions, you have to go see a health care provider, and
they're basically there to establish a baseline -- 1 think it's
only about eight or ten questions that they ask, and it's just to
det erm ne whether you're fit to go on a depl oynent.

I don't really think -- I nmean, |'m sure the
m |l ennium cohort study's got a lot nmore information than they
ask in the pre and post-depl oyment forns.

LT. CO.. RI DDLE: If | can, sir, probably one of
the leaders on the pre and post-deployment form is really a
go/ no-go administered prior to and then on returning, but they
probably play nmore into post-deploynent health -- practice
guideline, that if an individual does have a concern post-
depl oynent, they would receive an evaluation on the clinical
side -- but then the data capture and the data relation -- is
anything that's captured (indiscernible (T-1, 6711).

DR BERG Bill Berg. | would expect that there's
a significant difference in the age of the eyeballs in the
preventive medicine officers and the AFEB nenbers. Wuld it be

possible --

(Laughter.)

DR. BERG -- to get sone of these graphs a little
bit larger?

LT. CO.. RIDDLE: They'll all be on the AFEB
website. Yes, sir, you'll actually be able to downl oad the full
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slide presentations.

(Side di scussions.)

MAJOR BALOUGH: I"l'l be followed by Colonel
Gunzenhauser .

COL. GUNZENHAUSER:  Good nor ni ng. | apol ogize to
Maj or Bal ough for any mnutes | stole from him in previous
neeti ngs.

It's a pleasure to be here this norning to give
you an update fromthe Army perspective. |'ve just got a couple
of topics.

In public health practice, of course, there are
three nmajor functions: assurance, policy developnent and

assessnent, and usually we tal k about policy devel opnent 'cause
that's our mmin business at the Surgeon General's Ofice.

But 1'mgoing to talk a little bit about ESSENCE,
which is an assessnent tool that we're using and al so about some
health i nformation products, and how we're assuring that sone of
t hese things are being done.

I think that the AFEB received a brief on ESSENCE
about a year ago or sonetime in the past -- Major Pavlin (ph)
tal ked about this, and so this has evolved sonewhat. ' m goi ng
to give alittle bit of a background.

ESSENCE -- you can read what the acronym stands
for there -- is a global energing infection system sponsored

prototype systemthat was devel oped a few years ago, based in the
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nati onal capital region, to |l ook for the devel opment of outbreaks
of conmmuni cabl e di sease, and basically it relies upon encountered
data generated through the Anbulatory Data System that's been
referred to earlier.

These are sent, consolidated eventually on a

single server at Denver under TMA, and on a daily basis -- or at
| east -- before they used to consolidate in the national capital
region -- 1I'll talk a little bit nore about sone of the changes
Now.

What occurs -- there's a filter put on it; you

just draw out the I1CD9 diagnoses that may be related to
conmuni cabl e di seases, and these are grouped into seven syndrones
such as fever, respiratory, germ infection and so on and so
forth.

And the system looks at historical data to
deternmine whether or not at a particular location currently
there's a hi gher-than-expected nunber of cases.

Since the system draws upon a pretty conprehensive
amount of data through the Anbulatory Data System there is an
ability to actually drill down, then, locally and | ook at sone
pretty specific information about particular clusters, and this
is all available through a secure Internet access on Johns
Hopkins |ive physics |ab website.

This is a slide that -- | think we night have

mssed a slide there -- or maybe they got out of order -- okay,
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it's not in there. VWat | wanted to mention was on Septenber
11th or shortly thereafter it was felt that this system which was
i npl enented solely in the national capital region should be
i npl enented throughout all of DOD so that we could detect if
there was sone type of BW event that occurred or sone type of
out break that was of concern.

So at the request of the Arnmy Surgeon CGeneral, it
was expanded to capture data from all MF s worldw de, all
nmedi cal treatnent facilities. These include 121 Arny facilities,
110 Navy, 80 Air Force, and two Coast Guard facilities -- over
300 nedical treatment facilities, and on a daily basis this data
is received and analyzed, |ooking at seven different syndrones
occurring over the past seven days.

So you have literally thousands of possible
conbi nati ons of |ocations and syndrones over that |ast week.

This is an exanple of the printout. You m ght
wonder, geez, how can anybody possibly look at it? This first
cut on how to analyze this data is pretty sinmplistic.

What occurs is that for each syndrome at each
location it |ooks automatically at the historical average and the

expected nunber of cases for that syndrome that has occurred

there, determines the two-tines-standard-deviation upper limt
for that cluster, that location -- for exanple, the first up
there, Annapolis Fever -- historical nean is .3 cases per day,

and i f you add two standard devi ations, you'd expect up to 1.4.
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And you can see on this particular day, 25
January, there were seven events that fell into that, giving a
ratio of 5.1.

And so what this output does is it puts all these
| ocation, syndrone clusters in order by the size of the ratio.

So you can quickly identify places that have a
hi gher -t han- expect ed nunber of cases in a particular syndrone at
a particular |ocation.

If you click on the blue hyperchecks link that's
on the right -- what it does is it automatically generates a
graph that looks like this, so you can quickly ascertain what
t hat nunber means.

Here, for exanmple, this was an outbreak of
gastrointestinal illness at Fort Mnnouth that occurred in
January, and you can see on one particular day there was a very
| arge spi ke.

When we went |ooking for information about this,
we had found out that the local folks already had identified a
gastrointestinal outbreak and were in the midst of investigating
it.

We've had a nunber of small clusters of interest
that we've identified. Most of them |local folks, have already
known about -- in sone cases, they didn't, so we've had sone
conversations about how to look at it.

One very interesting rather large cluster that
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occurred sinultaneously is we had a lot of gastrointestinal
illness wvirtually simultaneously occurring at a nunber of
training installations.

The local reports -- it sounded like this was a
Norwal k-1i ke type of outbreak. There had been anecdotal reports
historically from training installations of the post-holiday
gastroi ntestinal outbreaks, never clearly docunmented, but once
this system was inplemented, we saw multiple places had this
occur.

Actually, we got a lot of help fromthe fol ks out
here at the Navy, Marine Corps Recruiting Depot and from the
Envi ronmental Preventive Medicine unit here and confirned through
cultures that the syndrone was caused by a Norwal k-1i ke virus.

So these are just sone exanples. One of the
aspects that we're concerned about with ESSENCE is the tineliness
of the data, and we've developed a netric whereby we | ook at each
of the services and categorize for each nmedical treatnent
facility whether the data we're receiving from them is green,
amber or red. This is an evolving process; we've identified sone
bottl enecks, and we're still working on inproving this, and
that's what this slide shows; we've briefed this occasionally to
our Surgeon GCeneral, and we've nade a lot of inprovenents.
Actual ly, we've inproved since here.

This is a sumary -- ESSENCE is one of a nunber of

tools that can rely on the Anbul atory Data System data, but it's
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